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1 SEC. 2. FINDINGS.

2 The Congress finds the following:

3 (1) The use of tobacco products by the Nation’s
4 children is a pediatric disease of epic and worsening
5 proportions that results in new generations of to-
6 bacco-dependent children and adults.

7 (2) A consensus exists within the scientific and
8 medical communities that tobacco products are in-
9 herently dangerous and cause cancer, heart disease,
10 and other serious adverse health effects.
11 (3) Nicotine is an addictive drug.
12 (4) Virtually all new users of tobacco products
13 are under the minimum legal age to purchase such
14 products.
15 (5) Tobacco advertising and marketing contrib-
16 ute significantly to the use of nicotine-containing to-
17 bacco products by adolescents.
18 (6) Because past efforts to restrict advertising
19 and marketing of tobacco products have failed ade-
20 quately to curb tobacco use by adolescents, com-
21 prehensive restrictions on the sale, promotion, and
22 distribution of such products are needed.
23 (7) Federal and State governments have lacked
24 the legal and regulatory authority and resources
25 they need to address comprehensively the public
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health and societal problems caused by the use of to-
bacco products.

(8) Federal and State public health officials,
the public health community, and the public at large
recognize that the tobacco industry should be subject
to ongoing oversight.

(9) Under Article I, Section 8 of the Constitu-
tion, the Congress is vested with the responsibility
for regulating interstate commerce and commerce
with Indian tribes.

(10) The sale, distribution, marketing, advertis-
ing, and use of tobacco products are activities in and
substantially affecting interstate commerce because
they are sold, marketed, advertised, and distributed
In interstate commerce on a nationwide basis, and
have a substantial effect on the Nation’s economy.

(11) The sale, distribution, marketing, advertis-
ing, and use of such products substantially affect
interstate commerce through the health care and
other costs attributable to the use of tobacco prod-
ucts.

(12) The citizens of the several States are ex-
posed to, and adversely affected by, environmental
smoke in public buildings and other facilities which

imposes a burden on interstate commerce.
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(13) Civil actions against tobacco product man-
ufacturers and others are pending in Federal and
State courts arising from the use, marketing, and
sale of tobacco products. Among these actions are
cases brought by the attorneys general of more than
40 States, certain cities and counties, and the Com-
monwealth of Puerto Rico, and other parties, includ-
ing Indian tribes, and class actions brought by pri-
vate claimants (such as in the Castano Civil Ac-
tions), seeking to recover monies expended to treat
tobacco-related diseases and for the protection of mi-
nors and consumers, as well as penalties and other
relief for wviolations of antitrust, health, consumer
protection, and other laws.

(14) Civil actions have been filed throughout
the United States against tobacco product manufac-
turers and their distributors, trade associations, law
firms, and consultants on behalf of individuals or
classes of individuals claiming to be dependent upon
and injured by tobacco products.

(15) These civil actions are complex, time-con-
suming, expensive, and burdensome for both the liti-
cants and Federal and State courts. To date, these
civil actions have not resulted in sufficient redress

for smokers or non-governmental third-party payers.
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To the extent that governmental entities have been
or may in the future be compensated for tobacco-re-
lated claims they have brought, it i1s not now possible
to 1dentify what portions of such past or future re-
coveries can be attributed to their various antitrust,
health, consumer protection, or other causes of ac-
tion.

(16) It is in the public interest for Congress to
adopt comprehensive public health legislation be-
cause of tobacco’s unique position in the Nation’s
history and economy; the need to prevent the sale,
distribution, marketing and advertising of tobacco
products to persons under the minimum legal age to
purchase such products; and the need to educate the
publie, especially young people, regarding the health
effects of using tobacco products.

(17) The public interest requires a timely, fair,
equitable, and consistent result that will serve the
public interest by (A) providing that a portion of the
costs of treatment for diseases and adverse health
effects associated with the use of tobacco products
18 borne by the manufacturers of these products, and
(B) restricting throughout the Nation the sale, dis-

tribution, marketing, and advertising of tobacco
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products only to persons of legal age to purchase
such products.

(18) Public health authorities estimate that the
benefits to the Nation of enacting Federal legislation
to accomplish these goals would be significant in
human and economic terms.

(19) Reducing the use of tobacco by minors by
50 percent would prevent well over 60,000 early
deaths each year and save up to $43 billion each
yvear in reduced medical costs, improved productivity,
and the avoidance of premature deaths.

(20) Advertising, marketing, and promotion of
tobacco products have been especially directed to at-
tract young persons to use tobacco products and
these efforts have resulted in increased use of such
products by youth. Past efforts to oversee these ac-
tivities have not been successful in adequately pre-
venting such increased use.

(21) In 1995, the tobacco industry spent close
to $4,900,000,000 to attract new users, retain cur-
rent users, increase current consumption, and gen-
erate favorable long-term attitudes toward smoking

and tobacco use.
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(22) Tobacco product advertising often
misleadingly portrays the use of tobacco as socially
acceptable and healthful to minors.

(23) Tobacco product advertising is regularly
seen by persons under the age of 18, and persons
under the age of 18 are regularly exposed to tobacco
product promotional efforts.

(24) Through advertisements during and spon-
sorship of sporting events, tobacco has become
strongly associated with sports and has become por-
trayed as an integral part of sports and the healthy
lifestyle associated with rigorous sporting activity.

(25) Children are exposed to substantial and
unavoidable tobacco advertising that leads to favor-
able beliefs about tobacco use, plays a role in leading
young people to overestimate the prevalence of to-
bacco use, and increases the number of young people
who begin to use tobacco.

(26) Tobacco advertising increases the size of
the tobacco market by increasing consumption of to-
bacco products including increasing tobacco use by
young people.

(27) Children are more influenced by tobacco
advertising than adults, they smoke the most adver-

tised brands, and children as young as 3 to 6 years
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old can recognize a character associated with smok-
ing at the same rate as they recognize cartoons and
fast food characters.

(28) Tobacco company documents indicate that
young people are an important and often crucial seg-
ment of the tobacco market.

(29) Comprehensive advertising restrictions will
have a positive effect on the smoking rates of young
people.

(30) Restrictions on advertising are necessary
to prevent unrestricted tobacco advertising from un-
dermining legislation prohibiting access to young
people and providing for education about tobacco
use.

(31) International experience shows that adver-
tising regulations that are stringent and comprehen-
sive have a greater impact on overall tobacco use
and young people’s use than weaker or less com-
prehensive ones. Text-only requirements, while not
as stringent as a ban, will help reduce underage use
of tobacco products while preserving the informa-
tional function of advertising.

(32) It is in the public interest for Congress to
adopt legislation to address the public health erisis

created by actions of the tobacco industry.
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(33) If, as a direct or indirect result of this Act,
the consumption of tobacco products in the United
States is reduced significantly, then tobacco farmers,
their families, and their communities may suffer eco-
nomic hardship and displacement, notwithstanding
their lack of involvement in the manufacturing and
marketing of tobacco products.

(34) The use of tobacco products in motion pic-
tures and other mass media glamorizes its use for
young people and encourages them to use tobacco
products.

3. PURPOSE.
The purposes of this Act are—

(1) to clarify the authority of the Food and
Drug Administration to regulate tobacco products
under the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 301 et seq.), by recognizing it as the pri-
mary Federal regulatory authority with respect to
the manufacture, marketing, and distribution of to-
bacco products;

(2) to require the tobacco industry to fund both
Federal and State oversight of the tobacco industry
from on-going payments by tobacco product manu-

facturers;
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(3) to require tobacco product manufacturers to
provide ongoing funding to be used for an ageressive
Federal, State, and local enforcement program and
for a nationwide licensing system to prevent minors
from obtaining tobacco products and to prevent the
unlawful distribution of tobacco products, while ex-
pressly permitting the States to adopt additional
measures that further restrict or eliminate the prod-
ucts’ use;

(4) to ensure that the Food and Drug Adminis-
tration and the States may continue to address
1ssues of particular concern to public health officials,
especially the use of tobacco by young people and de-
pendence on tobacco;

(5) to impose financial surcharges on tobacco
product manufacturers if tobacco use by young peo-
ple does not substantially decline;

(6) to authorize appropriate agencies of the
Federal government to set national standards con-
trolling the manufacture of tobacco products and the
identity, public disclosure, and amount of ingredi-
ents used i such products;

(7) to provide new and flexible enforcement au-

thority to ensure that the tobacco industry makes ef-
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forts to develop and introduce less harmful tobacco
products;

(8) to confirm the Food and Drug Administra-
tion’s authority to regulate the levels of tar, nicotine,
and other harmful components of tobacco products;

(9) 1n order to ensure that adults are better in-
formed, to require tobacco product manufacturers to
disclose research which has not previously been
made available, as well as research generated in the
future, relating to the health and dependency effects
or safety of tobacco products;

(10) to impose on tobacco product manufactur-
ers the obligation to provide funding for a variety of
public health initiatives;

(11) to establish a minimum Federal standard
for stringent restrictions on smoking in public
places, while also to permit State, Tribal, and local
covernments to enact additional and more stringent
standards or elect not to be covered by the Federal
standard if that State’s standard is as protective, or
more protective, of the public health;

(12) to authorize and fund from payments by
tobacco product manufacturers a continuing national
counter-advertising and tobacco control campaign

which seeks to educate consumers and discourage
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children and adolescents from beginning to use to-
bacco products, and which encourages current users
of tobacco products to discontinue using such prod-
ucts;

(13) to establish a mechanism to compensate
the States in settlement of their various claims
against tobacco product manufacturers;

(14) to authorize and to fund from payments by
tobacco product manufacturers a nationwide pro-
oram of smoking cessation administered through
State and Tribal governments and the private sec-
tor;

(15) to establish and fund from payments by
tobacco product manufacturers a National Tobacco
Fund;

(16) to affirm the rights of individuals to access
to the courts, to civil trial by jury, and to damages
to compensate them for harm caused by tobacco
products;

(17) to continue to permit the sale of tobacco
products to adults in conjunction with measures to
ensure that they are not sold or accessible to under-
age purchasers;

(18) to impose appropriate regulatory controls

on the tobacco industry; and
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1 (19) to protect tobacco farmers and their com-
2 munities from the economic impact of this Act by
3 providing full funding for and the continuation of
4 the Federal tobacco program and by providing funds
5 for farmers and communities to develop new oppor-
6 tunities in tobacco-dependent communities.

[ SEC. 4. SCOPE AND EFFECT.

8 (a) INTENDED EFFECT.—This Act is not intended
9 to—

10 (1) establish a precedent with regard to any
11 other industry, situation, circumstance, or legal ac-
12 tion; or

13 (2) except as provided in this Act, affect any
14 action pending in State, Tribal, or Federal court, or
15 any agreement, consent decree, or contract of any
16 kind.

17 (b) TaxATION.—Notwithstanding any other provision

18 of law, this Act and the amendments made by this Act
19 shall not affect any authority of the Secretary of the
20 Treasury (including any authority assigned to the Bureau
21 of Alcohol, Tobacco and Firearms) or of State or local gov-
22 ernments with regard to taxation for tobacco or tobacco
23 products.

24 (¢) AGRICULTURAL ACTIVITIES.

The provisions of

25 this Act which authorize the Secretary to take certain ac-
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tions with regard to tobacco and tobacco products shall

not be construed to affect any authority of the Secretary

of Agriculture under existing law regarding the growing,

cultivation, or curing of raw tobacco.

SEC. 5. RELATIONSHIP TO OTHER, RELATED FEDERAL,
STATE, LOCAL, AND TRIBAL LAWS.

(a) AGE RESTRICTIONS.—Nothing in this Act or the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301
et seq.), as amended by this Act, shall prevent a Federal
agency (including the Armed Forces), a State or its politi-
cal subdivisions, or the government of an Indian tribe from
adopting and enforcing additional measures that further
restrict or prohibit tobacco product sale to, use by, and
accessibility to persons under the legal age of purchase
established by such agency, State, subdivision, or govern-

ment of an Indian tribe.

(b) ADDITIONAL MEASURES.—Except as otherwise
expressly provided in this Act, nothing in this Act, the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301
et seq.), or rules promulgated under such Acts, shall limit
the authority of a Federal agency (including the Armed
Forces), a State or its political subdivisions, or the govern-
ment of an Indian tribe to enact, adopt, promulgate, and
enforce any law, rule, regulation, or other measure with

respect to tobacco products, including laws, rules, regula-
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tions, or other measures relating to or prohibiting the sale,
distribution, possession, exposure to, or use of tobacco
products by persons of any age that are in addition to
the provisions of this Act and the amendments made by
this Act. No provision of this Act or amendment made
by this Act shall limit or otherwise affect any State, Trib-
al, or local taxation of tobacco products.

(¢) NO LESS STRINGENT.—Nothing in this Act or
the amendments made by this Act is intended to supersede
any State, local, or Tribal law that is not less stringent
than this Act, or other Acts as amended by this Act.

(d) StaTE LAW NOT AFFECTED.—Except as other-
wise expressly provided in this Act, nothing in this Act,
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301
et seq.), or rules promulgated under such Acts, shall su-
persede the authority of the States, pursuant to State law,
to expend funds provided by this Act.

SEC. 6. DEFINITIONS.

In this Act:

(1) BRAND.—The term ‘“‘brand” means a vari-
ety of tobacco product distinguished by the tobacco
used, tar content, nicotine content, flavoring used,
size, filtration, or packaging, logo, registered trade-
mark or brand name, identifiable pattern of colors,

or any combination of such attributes.
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(2) CIGARETTE.—The term ‘“‘cigarette” has the
meaning given that term by section 3(1) of the Fed-
eral Cigarette Labeling and Advertising Act (15
U.S.C. 1332(1)), but also includes tobacco, in any
form, that is functional in the product, which, be-
cause of its appearance, the type of tobacco used in
the filler, or its packaging and labeling, is likely to
be offered to, or purchased by, consumers as a ciga-
rette or as roll-your-own tobacco.

(3) CIGARETTE TOBACCO.—The term ‘‘cigarette
tobacco” means any product that consists of loose
tobacco that is intended for use by consumers in a
cigarette. Unless otherwise stated, the requirements
for cigarettes shall also apply to cigarette tobacco.

(4) COMMERCE.—The term ‘“‘commerce” has
the meaning given that term by section 3(2) of the
Federal Cigarette Labeling and Advertising Act (15
U.S.C. 1332(2)).

(5) DISTRIBUTOR.—The term “‘distributor’” as
regards a tobacco product means any person who
furthers the distribution of cigarette or smokeless to-
bacco, whether domestic or imported, at any point
from the original place of manufacture to the person

who sells or distributes the product to individuals for
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personal consumption. Common carriers are not con-
sidered distributors for purposes of this Act.

(6) INDIAN COUNTRY; INDIAN LANDS.—The
terms “‘Indian country’” and “Indian lands’ have the
meaning given the term “Indian country” by section
1151 of title 18, United States Code, and includes
lands owned by an Indian tribe or a member thereof
over which the United States exercises jurisdiction
on behalf of the tribe or tribal member.

(7) INDIAN TRIBE.—The term ‘“‘Indian tribe”
has the meaning given such term in section 4(e) of
the Indian Self Determination and Education Assist-
ance Act (25 U.S.C. 450b(e)).

(8) LITTLE CIGAR.—The term “little cigar’” has
the meaning given that term by section 3(7) of the
Federal Cigarette Liabeling and Advertising Act (15
U.S.C. 1332(7)).

(9) N1coOTINE.—The term ‘“nicotine”” means the
chemical substance named 3-(1-Methyl-2-
pyrrolidinyl) pyridine or C[10]H[14|N[2], including
any salt or complex of nicotine.

(10) PACKAGE.—The term ‘“‘package” means a
pack, box, carton, or container of any kind or, if no
other container, any wrapping (including cello-

phane), in which cigarettes or smokeless tobacco are

S 1415 AMDT 2420



© 00 N O 0o B~ W N PP

N N DN DN NDDN P PP PP PP PP
aa A WO N P O ©W 00 N O O b W N B+~ O

22

offered for sale, sold, or otherwise distributed to con-
sumers.

(11) PoiNT-OF-SALE.—The term ‘‘point-of-
sale” means any location at which a consumer can
purchase or otherwise obtain cigarettes or smokeless
tobacco for personal consumption.

(12) RETAILER.—The term ‘‘retailer” means
any person who sells cigarettes or smokeless tobacco
to individuals for personal consumption, or who op-
erates a facility where self-service displays of tobacco
products are permitted.

(13) ROLL-YOUR-OWN TOBACCO.—The term
“roll-your-own tobacco” means any tobacco which,
because of its appearance, type, packaging, or label-
ing, i1s suitable for use and likely to be offered to,
or purchased by, consumers as tobacco for making
cigarettes.

(14) SECRETARY.—Except in title VII and
where the context otherwise requires, the term ‘““Sec-
retary’’ means the Secretary of Health and Human
Services.

(15) SMOKELESS TOBACCO.—The term ‘‘smoke-
less tobacco” means any product that consists of
cut, ground, powdered, or leaf tobacco and that is

intended to be placed in the oral or nasal cavity.
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(16) STATE.—The term ‘“‘State” means any
State of the United States and, for purposes of this
Act, includes the District of Columbia, the Common-
wealth of Puerto Rico, Guam, the Virgin Islands,
American Samoa, Wake Island, Midway Islands,
Kingman Reef, Johnston Atoll, the Northern Mari-
ana Islands, and any other trust territory or posses-
sion of the United States.

(17) ToBAacco PRODUCT.—The term ‘‘tobacco
product” means cigarettes, cigarette tobacco, smoke-
less tobacco, little cigars, roll-your-own tobacco, and
fine cut products.

(18) TOBACCO PRODUCT MANUFACTURER.—Ex-
cept in titles VII, X, and XIV, the term “tobacco
product manufacturer’” means any person, including
any repacker or relabeler, who—

(A) manufactures, fabricates, assembles,
processes, or labels a finished cigarette or
smokeless tobacco product; or

(B) imports a finished cigarette or smoke-
less tobacco product for sale or distribution in

the United States.

(19) UNITED STATES.—The term “United
States” means the 50 States of the United States of

America and the District of Columbia, the Common-
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wealth of Puerto Rico, Guam, the Virgin Islands,

American Samoa, Wake Island, Midway Islands,

Kingman Reef, Johnston Atoll, the Northern Mari-

ana Islands, and any other trust territory or posses-

sion of the United States.
SEC. 7. NOTIFICATION IF YOUTHFUL CIGARETTE SMOKING
RESTRICTIONS INCREASE YOUTHFUL PIPE
AND CIGAR SMOKING.

The Secretary shall notify the Congress if the Sec-
retary determines that underage use of pipe tobacco and
cigars 1s increasing.

SEC. 8. FTC JURISDICTION NOT AFFECTED.

(a) IN GENERAL.—Except where expressly provided
in this Act, nothing in this Act shall be construed as limit-
ing or diminishing the authority of the Federal Trade
Commission to enforce the laws under its jurisdiction with
respect to the advertising, sale, or distribution of tobacco
products.

(b) ENFORCEMENT BY FTC.—Any advertising that
violates this Act or part 897 of title 21, Code of Federal
Regulations, is an unfair or deceptive act or practice under
section H(a) of the Federal Trade Commission Act (15
U.S.C. 45(a)) and shall be considered a violation of a rule

promulgated under section 18 of that Act (15 U.S.C. 57a).
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SEC. 9. CONGRESSIONAL REVIEW PROVISIONS.

In accordance with section 801 of title 5, United
States Code, the Congress shall review, and may dis-
approve, any rule under this Act that is subject to section
801. This section does not apply to the rule set forth in

part 897 of title 21, Code of Federal Regulations.

TITLE I—REGULATION OF THE
TOBACCO INDUSTRY

SEC. 101. AMENDMENT OF FEDERAL FOOD, DRUG, AND
COSMETIC ACT OF 1938.

(a) DEFINITION OF ToOBACCO PRODUCTS.—Section

201 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321) is amended by adding at the end the follow-
ng:

“(kk) The term ‘tobacco product’ means any
product made or derived from tobacco that is in-
tended for human consumption, including any com-
ponent, part, or accessory of a tobacco product (ex-
cept for raw materials other than tobacco used in
manufacturing a component, part, or accessory of a
tobacco product).”.

(b) FDA AUTHORITY OVER TOBACCO PRODUCTS.

The Federal Food, Drug, and Cosmetic Act (21 U.S.C.
301 et seq.) 1s amended—

(1) by redesignating chapter IX as chapter X;
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1 (2) by redesignating sections 901 through 907
2 as sections 1001 through 1007; and
3 (3) by inserting after section 803 the following:
4 “CHAPTER IX—TOBACCO
5 PRODUCTS
6 “SEC. 901. FDA AUTHORITY OVER TOBACCO PRODUCTS
7 “(a) IN GENERAL.—Tobacco products shall be regu-
8 lated by the Secretary under this chapter and shall not
9 be subject to the provisions of chapter V, unless—
10 “(1) such products are intended for use in the
11 diagnosis, cure, mitigation, treatment, or prevention
12 of disease (within the meaning of section
13 201(g)(1)(B) or section 201(h)(2)); or
14 “(2) a health claim 1s made for such products
15 under section 201(g)(1)(C) or 201(h)(3).
16 “(b) AppricABILITY.—This chapter shall apply to all

17 tobacco products subject to the provisions of part 897 of
18 title 21, Code of Federal Regulations, and to any other
19 tobacco products that the Secretary by regulation deems

20 to be subject to this chapter.

21 “(¢) SCOPE.—

22 “(1) Nothing in this chapter, any policy issued
23 or regulation promulgated thereunder, or the Na-
24 tional Tobacco Policy and Youth Smoking Reduction
25 Act, shall be construed to affect the Secretary’s au-
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thority over, or the regulation of, products under
this Act that are not tobacco products under chapter
V of the Federal Food, Drug and Cosmetic Act or
any other chapter of that Act.

“(2) The provisions of this chapter shall not
apply to tobacco leaf that is not in the possession of
the manufacturer, or to the producers of tobacco
leaf, including tobacco growers, tobacco warehouses,
and tobacco grower cooperatives, nor shall any em-
ployee of the Food and Drug Administration have
any authority whatsoever to enter onto a farm
owned by a producer of tobacco leaf without the
written consent of such producer. Notwithstanding
any other provision of this subparagraph, if a pro-
ducer of tobacco leaf i1s also a tobacco product man-
ufacturer or controlled by a tobacco product manu-
facturer, the producer shall be subject to this chap-
ter in the producer’s capacity as a manufacturer.
Nothing in this chapter shall be construed to grant
the Secretary authority to promulgate regulations on
any matter that involves the production of tobacco
leaf or a producer thereof, other than activities by
a manufacturer affecting production. For purposes
of the preceding sentence, the term ‘controlled by’

means a member of the same controlled group of
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corporations as that term is used in section 52(a) of
the Internal Revenue Code of 1986, or under com-
mon control within the meaning of the regulations

promulgated under section 52(b) of such Code.

“SEC. 902. ADULTERATED TOBACCO PRODUCTS.

if—

“A tobacco product shall be deemed to be adulterated

“(1) it consists in whole or in part of any filthy,
putrid, or decomposed substance, or is otherwise
contaminated by any poisonous or deleterious sub-
stance that may render the product injurious to
health;

“(2) 1t has been prepared, packed, or held
under insanitary conditions whereby it may have
been contaminated with filth, or whereby it may
have been rendered injurious to health;

“(3) its container is composed, in whole or in
part, of any poisonous or deleterious substance
which may render the contents injurious to health;

“(4) it is, or purports to be or is represented
as, a tobacco product which 1s subject to a perform-
ance standard established under section 907 unless
such tobacco product is in all respects in conformity

with such standard;
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“(5) it is required by section 910(a) to have
premarket approval, is not exempt under section
906(f), and does not have an approved application in
effect;

“(6) the methods used in, or the facilities or
controls used for, its manufacture, packing or stor-
age are not in conformity with applicable require-
ments under section 906(e)(1) or an applicable con-
dition prescribed by an order under section
906(e)(2); or

“(7) 1t 1s a tobacco product for which an ex-
emption has been granted under section 906(f) for
investigational use and the person who was granted
such exemption or any investigator who uses such
tobacco product under such exemption fails to com-
ply with a requirement preseribed by or under such
section.

“SEC. 903. MISBRANDED TOBACCO PRODUCTS.
“(a) IN GENERAL.—A tobacco product shall be
deemed to be misbranded—

“(1) if its labeling is false or misleading in any
particular;

“(2) if in package form unless it bears a label

containing—
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“(A) the name and place of business of the
tobacco product manufacturer, packer, or dis-
tributor; and
“(B) an accurate statement of the quantity
of the contents in terms of weight, measure, or
numerical count,
except that under subparagraph (B) of this para-
oraph reasonable variations shall be permitted, and
exemptions as to small packages shall be established,
by regulations prescribed by the Secretarys;

“(3) if any word, statement, or other informa-
tion required by or under authority of this chapter
to appear on the label or labeling is not prominently
placed thereon with such conspicuousness (as com-
pared with other words, statements or designs in the
labeling) and in such terms as to render it likely to
be read and understood by the ordinary individual
under customary conditions of purchase and use;

“(4) if it has an established name, unless its
label bears, to the exclusion of any other nonpropri-
etary name, its established name prominently print-
ed in type as required by the Secretary by regula-
tion;

“(5) if the Secretary has issued regulations re-

quiring that its labeling bear adequate directions for
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use, or adequate warnings against use by children,
that are necessary for the protection of users unless
its labeling conforms in all respects to such regula-
tions;

“(6) if 1t was manufactured, prepared, propa-
cated, compounded, or processed in any State in an
establishment not duly registered under section
905(b), if it was not included in a list required by
section 905(1), if a notice or other information re-
specting it was not provided as required by such sec-
tion or section 905(j), or if it does not bear such
symbols from the uniform system for identification
of tobacco products prescribed under section 905(e)
as the Secretary by regulation requires;

“(7) if, in the case of any tobacco product dis-
tributed or offered for sale in any State—

“(A) its advertising is false or misleading

In any particular; or

“(B) it is sold, distributed, or used in vio-
lation of regulations prescribed under section

906(d);

“(8) unless, in the case of any tobacco product
distributed or offered for sale in any State, the man-
ufacturer, packer, or distributor thereof includes in

all advertisements and other descriptive printed mat-
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ter issued or caused to be issued by the manufac-

turer, packer, or distributor with respect to that to-

bacco product

“(A) a true statement of the tobacco prod-

uct’s established name as defined in paragraph

(4) of this subsection, printed prominently; and
“(B) a brief statement of—

“(1) the uses of the tobacco product
and relevant warnings, precautions, side
effects, and contraindications; and

“(11) in the case of specific tobacco
products made subject to a finding by the
Secretary after notice and opportunity for
comment that such action is necessary to
protect the public health, a full description
of the components of such tobacco product
or the formula showing quantitatively each
ingredient of such tobacco product to the
extent required in regulations which shall
be issued by the Secretary after an oppor-
tunity for a hearing;

“(9) if it 1s a tobacco product subject to a per-
formance standard established under section 907,
unless it bears such labeling as may be prescribed in

such performance standard; or
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“(10) if there was a failure or refusal—

“(A) to comply with any requirement pre-
sceribed under section 904 or 908;

“(B) to furnish any material or informa-
tion required by or under section 909; or

“(C) to comply with a requirement under
section 912.

“(b) PRIOR APPROVAL OF STATEMENTS ON
LABEL.—The Secretary may, by regulation, require prior
approval of statements made on the label of a tobacco
product. No regulation issued under this subsection may
require prior approval by the Secretary of the content of
any advertisement and no advertisement of a tobacco
product, published after the date of enactment of the Na-
tional Tobacco Policy and Youth Smoking Reduction Act
shall, with respect to the matters specified in this section
or covered by regulations issued hereunder, be subject to
the provisions of sections 12 through 15 of the Federal
Trade Commission Act (15 U.S.C. 52 through 55). This
subsection does not apply to any printed matter which the
Secretary determines to be labeling as defined in section

201(m).
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“SEC. 904. SUBMISSION OF HEALTH INFORMATION TO THE
SECRETARY.

“(a) REQUIREMENT.—Not later than 6 months after
the date of enactment of the National Tobacco Policy and
Youth Smoking Reduction Act, each tobacco product man-
ufacturer or importer of tobacco products, or agents there-
of, shall submit to the Secretary the following information:

“(1) A listing of all tobacco ingredients, sub-
stances and compounds that are, on such date,
added by the manufacturer to the tobacco, paper, fil-
ter, or other component of each tobacco product by
brand and by quantity in each brand and subbrand.

“(2) A description of the content, delivery, and
form of nicotine in each tobacco product measured
in milligrams of nicotine.

“(3) All documents (including underlying sci-
entific information) relating to research activities,
and research findings, conducted, supported, or pos-
sessed by the manufacturer (or agents thereof) on
the health, behavioral, or physiologic effects of to-
bacco products, their constituents, ingredients, and
components, and tobacco additives, described in
paragraph (1).

“(4) All documents (including underlying sci-
entific information) relating to research activities,
and research findings, conducted, supported, or pos-
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sessed by the manufacturer (or agents thereof) that

relate to the issue of whether a reduction in risk to

health from tobacco products can occur upon the
employment of technology available or known to the
manufacturer.

“(5) All documents (including underlying sci-
entific information) relating to marketing research
involving the use of tobacco products.

An importer of a tobacco product not manufactured in the
United States shall supply the information required of a
tobacco product manufacturer under this subsection.

“(b) ANNUAL SUBMISSION.—A tobacco product man-
ufacturer or importer that is required to submit informa-
tion under subsection (a) shall update such information
on an annual basis under a schedule determined by the
Secretary.

“(¢) TIME FOR SUBMISSION.—

“(1) NEW ProDUCTS.—At least 90 days prior
to the delivery for introduction into interstate com-
merce of a tobacco product not on the market on the
date of enactment of this chapter, the manufacturer
of such product shall provide the information re-
quired under subsection (a) and such product shall

be subject to the annual submission under sub-

section (b).
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“(2) MODIFICATION OF EXISTING PRODUCTS.—
If at any time a tobacco product manufacturer adds
to its tobacco products a new tobacco additive, in-
creases or decreases the quantity of an existing to-
bacco additive or the nicotine content, delivery, or
form, or eliminates a tobacco additive from any to-
bacco product, the manufacturer shall within 60
days of such action so advise the Secretary in writ-
ing and reference such modification in submissions

made under subsection (b).

“SEC. 905. ANNUAL REGISTRATION.

“(a) DEFINITIONS.—ASs used in this section—

“(1) the term ‘manufacture, preparation,
compounding, or processing’ shall include repackag-
ing or otherwise changing the container, wrapper, or
labeling of any tobacco product package in further-
ance of the distribution of the tobacco product from
the original place of manufacture to the person who
makes final delivery or sale to the ultimate consumer
or user; and

“(2) the term ‘name’ shall include in the case
of a partnership the name of each partner and, in
the case of a corporation, the name of each cor-
porate officer and director, and the State of incorpo-

ration.
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“(b) REGISTRATION BY OWNERS AND OPERATORS.

On or before December 31 of each year every person who
owns or operates any establishment in any State engaged
in the manufacture, preparation, compounding, or proc-
essing of a tobacco product or tobacco products shall reg-
ister with the Secretary the name, places of business, and
all such establishments of that person.

“(¢) REGISTRATION OF NEW OWNERS AND OPERA-

TORS.

Every person upon first engaging in the manufac-
ture, preparation, compounding, or processing of a tobacco
product or tobacco products in any establishment owned
or operated in any State by that person shall immediately
register with the Secretary that person’s name, place of
business, and such establishment.

“(d) REGISTRATION OF ADDED ESTABLISHMENTS.

Every person required to register under subsection (b) or
(¢) shall immediately register with the Secretary any addi-
tional establishment which that person owns or operates
in any State and in which that person begins the manufac-
ture, preparation, compounding, or processing of a tobacco
product or tobacco products.

“(e) UNIFORM PrRODUCT IDENTIFICATION SYS-
TEM.—The Secretary may by regulation prescribe a uni-
form system for the identification of tobacco products and

may require that persons who are required to list such
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tobacco products under subsection (i) of this section shall
list such tobacco products in accordance with such system.

“(f) PuBLIC ACCESS TO REGISTRATION INFORMA-
TION.—The Secretary shall make available for inspection,
to any person so requesting, any registration filed under
this section.

“(2) BIENNIAL INSPECTION OF REGISTERED ESTAB-

LISIIMENTS.

Every establishment in any State registered
with the Secretary under this section shall be subject to
inspection under section 704, and every such establish-
ment engaged in the manufacture, compounding, or proc-
essing of a tobacco product or tobacco products shall be
so inspected by one or more officers or employees duly
designated by the Secretary at least once in the 2-year
period beginning with the date of registration of such es-
tablishment under this section and at least once in every
successive 2-year period thereafter.

“(h) FOREIGN ESTABLISHMENTS MAY REGISTER.—
Any establishment within any foreign country engaged in
the manufacture, preparation, compounding, or processing
of a tobacco product or tobacco products, may register
under this section under regulations promulgated by the
Secretary. Such regulations shall require such establish-
ment to provide the information required by subsection (i)

of this section and shall include provisions for registration
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of any such establishment upon condition that adequate
and effective means are available, by arrangement with the
covernment of such foreign country or otherwise, to enable
the Secretary to determine from time to time whether to-
bacco products manufactured, prepared, compounded, or
processed in such establishment, if imported or offered for
import into the United States, shall be refused admission
on any of the grounds set forth in section 801(a).
“(1) REGISTRATION INFORMATION.—

“(1) PropuctT wnistT.—Every person who reg-
isters with the Secretary under subsection (b), (c¢),
or (d) of this section shall, at the time of registra-
tion under any such subsection, file with the Sec-
retary a list of all tobacco products which are being
manufactured, prepared, compounded, or processed
by that person for commercial distribution and
which has not been included in any list of tobacco
products filed by that person with the Secretary
under this paragraph or paragraph (2) before such
time of registration. Such list shall be prepared in
such form and manner as the Secretary may pre-

sceribe and shall be accompanied by

“(A) in the case of a tobacco product con-
tained in the applicable list with respect to

which a performance standard has been estab-
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lished under section 907 or which is subject to
section 910, a reference to the authority for the
marketing of such tobacco product and a copy
of all labeling for such tobacco product;

“(B) in the case of any other tobacco prod-
uct contained in an applicable list, a copy of all
consumer information and other labeling for
such tobacco product, a representative sampling
of advertisements for such tobacco product,
and, upon request made by the Secretary for
cood cause, a copy of all advertisements for a
particular tobacco product; and

“(C) if the registrant filing a list has de-
termined that a tobacco product contained in
such list is not subject to a performance stand-
ard established under section 907, a brief state-
ment of the basis upon which the registrant
made such determination if the Secretary re-
quests such a statement with respect to that
particular tobacco product.

“(2) BIANNUAL REPORT OF ANY CHANGE IN

PRODUCT LIST.—KEach person who registers with the
Secretary under this section shall report to the Sec-

retary once during the month of June of each year
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and once during the month of December of each

vear the following:
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“(A) A list of each tobacco product intro-
duced by the registrant for commercial distribu-
tion which has not been included in any list
previously filed by that person with the See-
retary under this subparagraph or paragraph
(1) of this subsection. A list under this sub-
paragraph shall list a tobacco product by its es-
tablished name and shall be accompanied by the
other information required by paragraph (1).

“(B) If since the date the registrant last
made a report under this paragraph that person
has discontinued the manufacture, preparation,
compounding, or processing for commercial dis-
tribution of a tobacco product included in a list
filed under subparagraph (A) or paragraph (1),
notice of such discontinuance, the date of such
discontinuance, and the identity of its estab-
lished name.

“(C) If since the date the registrant re-
ported under subparagraph (B) a notice of dis-
continuance that person has resumed the manu-
facture, preparation, compounding, or process-

ing for commercial distribution of the tobacco
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product with respect to which such notice of

discontinuance was reported, notice of such re-

sumption, the date of such resumption, the
identity of such tobacco product by established
name, and other information required by para-
eraph (1), unless the registrant has previously
reported such resumption to the Secretary
under this subparagraph.

“(D) Any material change in any informa-
tion previously submitted under this paragraph

or paragraph (1).

“(J) REPORT PRECEDING INTRODUCTION OF CER-
TAIN  SUBSTANTIALLY-EQUIVALENT PRODUCTS INTO
INTERSTATE COMMERCE.—

“(1) IN GENERAL.—Each person who is re-
quired to register under this section and who pro-
poses to begin the introduction or delivery for intro-
duction into interstate commerce for commercial dis-
tribution of a tobacco product intended for human
use that was not commercially marketed (other than
for test marketing) in the United States as of Au-
oust 11, 1995, as defined by the Secretary by regu-
lation shall, at least 90 days before making such in-

troduction or delivery, report to the Secretary (in
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such form and manner as the Secretary shall by reg-
ulation preseribe)—

“(A) the basis for such person’s determina-
tion that the tobacco product is substantially
equivalent, within the meaning of section 910,
to a tobacco product commercially marketed
(other than for test marketing) in the United
States as of August 11, 1995, that is in compli-
ance with the requirements of this Act; and

“(B) action taken by such person to com-
ply with the requirements under section 907
that are applicable to the tobacco product.

“(2) APPLICATION TO CERTAIN POST-AUGUST

11TII PRODUCTS.

A report under this subsection
for a tobacco product that was first introduced or
delivered for introduction into interstate commerce
for commercial distribution in the United States
after August 11, 1995, and before the date of enact-
ment of the National Tobacco Policy and Youth
Smoking Reduction Act shall be submitted to the
Secretary within 6 months after the date of enact-

ment of that Act.
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“SEC. 906. GENERAL PROVISIONS RESPECTING CONTROL

OF TOBACCO PRODUCTS.

“(a) IN GENERAL.—Any requirement established by
or under section 902, 903, 905, or 909 applicable to a
tobacco product shall apply to such tobacco product until
the applicability of the requirement to the tobacco product
has been changed by action taken under section 907, sec-
tion 910, or subsection (d) of this section, and any re-
quirement established by or under section 902, 903, 905,
or 909 which is inconsistent with a requirement imposed
on such tobacco product under section 907, section 910,
or subsection (d) of this section shall not apply to such
tobacco product.

“(b) INFORMATION ON PUBLIC ACCESS AND COM-
MENT.—Each notice of proposed rulemaking under section
907, 908, 909, or 910, or under this section, any other
notice which 1s published in the Federal Register with re-
spect to any other action taken under any such section
and which states the reasons for such action, and each
publication of findings required to be made in connection
with rulemaking under any such section shall set forth—

“(1) the manner in which interested persons
may examine data and other information on which
the notice or findings is based; and

“(2) the period within which interested persons
may present their comments on the notice or find-
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ings (including the need therefor) orally or in writ-

ing, which period shall be at least 60 days but may

not exceed 90 days unless the time is extended by
the Secretary by a notice published in the Federal

Register stating good cause therefor.

“(¢) LiMITED CONFIDENTIALITY OF INFORMA-
TION.—Any information reported to or otherwise obtained
by the Secretary or the Secretary’s representative under
section 904, 907, 908, 909, or 910 or 704, or under sub-
section (e) or (f) of this section, which is exempt from
disclosure under subsection (a) of section 552 of title 5,
United States Code, by reason of subsection (b)(4) of that
section shall be considered confidential and shall not be
disclosed, except that the information may be disclosed to
other officers or employees concerned with carrying out
this chapter, or when relevant in any proceeding under
this chapter.

“(d) RESTRICTIONS.

“(1) The Secretary may by regulation require
that a tobacco product be restricted to sale, distribu-
tion, or use upon such conditions, including restric-
tions on the access to, and the advertising and pro-
motion of, the tobacco product, as the Secretary may
preseribe in such regulation if, because of its poten-

tiality for harmful effect or the collateral measures
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necessary to its use, the Secretary determines that
such regulation would be appropriate for the protec-
tion of the public health. The finding as to whether
such regulation would be appropriate for the protec-
tion of the public health shall be determined with re-
spect to the risks and benefits to the population as
a whole, including users and non-users of the to-
bacco product, and taking into account—

“(A) the increased or decreased likelihood
that existing users of tobacco products will stop
using such products; and

“(B) the increased or decreased likelihood
that those who do not use tobacco products will
start using such products.

No such condition may require that the sale or dis-
tribution of a tobacco product be limited to the writ-
ten or oral authorization of a practitioner licensed
by law to preseribe medical products.

“(2) The label of a tobacco product shall bear
such appropriate statements of the restrictions re-
quired by a regulation under subsection (a) as the
Secretary may in such regulation prescribe.

“(3) No restriction under paragraph (1) may

prohibit the sale of any tobacco product in face-to
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face transactions by a specific category of retail out-
lets.

“(e) GOOD MANUFACTURING PRACTICE REQUIRE-

MENTS.
“(1) METHODS, FACILITIES, AND CONTROLS TO

CONFORM.—
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“(A) The Secretary may, in accordance
with subparagraph (B), prescribe regulations
requiring that the methods used in, and the fa-
cilities and controls used for, the manufacture,
pre-production design validation (including a
process to assess the performance of a tobacco
product), packing and storage of a tobacco
product, conform to current good manufactur-
g practice, as prescribed in such regulations,
to assure that the public health is protected and
that the tobacco product is in compliance with
this chapter.

“(B) The Secretary shall—

“(i) before promulgating any regula-
tion under subparagraph (A), afford an ad-
visory committee an opportunity to submit
recommendations with respect to the regu-

lation proposed to be promulgated;
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“(i1) before promuleating any regula-
tion under subparagraph (A), afford oppor-
tunity for an oral hearing;

“(i11) provide the advisory committee a
reasonable time to make its recommenda-
tion with respect to proposed regulations
under subparagraph (A); and

“(iv) in establishing the effective date
of a regulation promulgated under this
subsection, take into account the dif-
ferences in the manner in which the dif-
ferent types of tobacco products have his-
torically been produced, the financial re-
sources of the different tobacco product
manufacturers, and the state of their exist-
ing manufacturing facilities; and shall pro-
vide for a reasonable period of time for
such manufacturers to conform to good
manufacturing practices.

“(2) EXEMPTIONS; VARIANCES.—

“(A) Any person subject to any require-
ment prescribed under paragraph (1) may peti-
tion the Secretary for a permanent or tem-
porary exemption or variance from such re-

quirement. Such a petition shall be submitted
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to the Secretary in such form and manner as
the Secretary shall preseribe and shall—

“(1) in the case of a petition for an ex-
emption from a requirement, set forth the
basis for the petitioner’s determination
that compliance with the requirement is
not required to assure that the tobacco
product will be in compliance with this
chapter;

“(i1) in the case of a petition for a
variance from a requirement, set forth the
methods proposed to be used in, and the
facilities and controls proposed to be used
for, the manufacture, packing, and storage
of the tobacco product in lieu of the meth-
ods, facilities, and controls prescribed by
the requirement; and

“(i1) contain such other information
as the Secretary shall prescribe.

“(B) The Secretary may refer to an advi-
sory committee any petition submitted under
subparagraph (A). The advisory committee
shall report its recommendations to the Sec-

retary with respect to a petition referred to it
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within 60 days after the date of the petition’s
referral. Within 60 days after—

‘(1) the date the petition was submit-
ted to the Secretary under subparagraph
(A); or

“(i1) the day after the petition was re-
ferred to an advisory committee,

whichever occurs later, the Secretary shall by

order either deny the petition or approve it.

“(C) The Secretary may approve

“(1) a petition for an exemption for a
tobacco product from a requirement if the
Secretary determines that compliance with
such requirement is not required to assure
that the tobacco product will be in compli-
ance with this chapter; and

“(11) a petition for a variance for a to-
bacco product from a requirement if the
Secretary determines that the methods to
be used in, and the facilities and controls
to be used for, the manufacture, packing,
and storage of the tobacco product in lieu
of the methods, controls, and facilities pre-

sceribed by the requirement are sufficient to
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1 assure that the tobacco product will be in
2 compliance with this chapter.

3 “(D) An order of the Secretary approving
4 a petition for a variance shall prescribe such
5 conditions respecting the methods used in, and
6 the facilities and controls used for, the manu-
7 facture, packing, and storage of the tobacco
8 product to be granted the variance under the
9 petition as may be necessary to assure that the
10 tobacco product will be in compliance with this
11 chapter.
12 “(E) After the issuance of an order under
13 subparagraph (B) respecting a petition, the pe-
14 titioner shall have an opportunity for an infor-
15 mal hearing on such order.
16 “(3) Compliance with requirements under this
17 subsection shall not be required before the period
18 ending 3 years after the date of enactment of the
19 National Tobacco Policy and Youth Smoking Reduc-
20 tion Act.
21 “(f) EXEMPTION FOR INVESTIGATIONAL USE.—The

22 Secretary may exempt tobacco products intended for in-
23 vestigational use from this chapter under such conditions

24 as the Secretary may prescribe by regulation.
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“(¢) RESEARCH AND DEVELOPMENT.—The Sec-
retary may enter into contracts for research, testing, and
demonstrations respecting tobacco products and may ob-
tain tobacco products for research, testing, and dem-
onstration purposes without regard to section 3324 (a) and
(b) of title 31, United States Code, and section 5 of title
41, United States Code.
“SEC. 907. PERFORMANCE STANDARDS.

“(a) IN GENERAL.—

“(1) FINDING REQUIRED.—The Secretary may
adopt performance standards for a tobacco product
if the Secretary finds that a performance standard
1s appropriate for the protection of the public health.
This finding shall be determined with respect to the
risks and benefits to the population as a whole, in-
cluding users and non-users of the tobacco product,
and taking into account—

“(A) the increased or decreased likelihood
that existing users of tobacco products will stop
using such products; and

“(B) the increased or decreased likelihood
that those who do not use tobacco products will

start using such products.
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“(2) CONTENT OF PERFORMANCE STAND-

ARDS.—A performance standard established under

this section for a tobacco product

“(A) shall include provisions to provide
performance that is appropriate for the protec-
tion of the public health, including provisions,
where appropriate—

“(1) for the reduction or elimination of
nicotine yields of the product;

“@11) for the reduction or elimination
of other constituents or harmful compo-
nents of the product; or

“(ii1) relating to any other require-
ment under (B);
“(B) shall, where necessary to be appro-

priate for the protection of the public health,
include—

“(1) provisions respecting the con-
struction, components, ingredients, and
properties of the tobacco product;

“(i1) provisions for the testing (on a
sample basis or, if necessary, on an indi-

vidual basis) of the tobacco product;
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“(i11) provisions for the measurement
of the performance characteristics of the
tobacco product;

“(iv) provisions requiring that the re-
sults of each or of certain of the tests of
the tobacco product required to be made
under clause (1) show that the tobacco
product is in conformity with the portions
of the standard for which the test or tests
were required; and

“(v) a provision requiring that the
sale and distribution of the tobacco prod-
uct be restricted but only to the extent
that the sale and distribution of a tobacco
product may be restricted under a regula-
tion under section 906(d); and

“(C) shall, where appropriate, require the

use and prescribe the form and content of label-
ing for the proper use of the tobacco product.
“(3) PERIODIC RE-EVALUATION OF PERFORM-
ANCE STANDARDS.—The Secretary shall provide for
periodic evaluation of performance standards estab-
lished under this section to determine whether such
standards should be changed to reflect new medical,

scientifie, or other technological data. The Secretary
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may provide for testing under paragraph (2) by any
person.

“(4) INVOLVEMENT OF OTHER AGENCIES; IN-

FORMED PERSONS.—In carrying out duties under
this section, the Secretary shall, to the maximum ex-
tent practicable—

“(A) use personnel, facilities, and other
technical support available in other Federal
agencies;

“(B) consult with other Federal agencies
concerned with standard-setting and other na-
tionally or internationally recognized standard-
setting entities; and

“(C) invite appropriate participation,
through joint or other conferences, workshops,
or other means, by informed persons represent-
ative of scientific, professional, industry, or con-
sumer organizations who in the Secretary’s

judgment can make a significant contribution.

“(b) ESTABLISHMENT OF STANDARDS.
“(1) NOTICE.—

(A) The Secretary shall publish in the

Federal Register a notice of proposed rule-

making for the establishment, amendment, or
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revocation of any performance standard for a
tobacco product.

“(B) A notice of proposed rulemaking for
the establishment or amendment of a perform-
ance standard for a tobacco product shall—

“(1) set forth a finding with support-
ing justification that the performance
standard is appropriate for the protection
of the public health;

“(i1) set forth proposed findings with
respect to the risk of illness or injury that
the performance standard is intended to
reduce or eliminate; and

“(11) invite interested persons to sub-
mit an existing performance standard for
the tobacco product, including a draft or
proposed performance standard, for consid-
eration by the Secretary.

“(C) A notice of proposed rulemaking for
the revocation of a performance standard shall
set forth a finding with supporting justification
that the performance standard is no longer nec-
essary to be appropriate for the protection of

the public health.
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“(D) The Secretary shall consider all infor-
mation submitted in connection with a proposed
standard, including information concerning the
countervailing effects of the performance stand-
ard on the health of adolescent tobacco users,
adult tobacco users, or non-tobacco users, such
as the creation of a significant demand for con-
traband or other tobacco products that do not
meet the requirements of this chapter and the
significance of such demand, and shall issue the
standard if the Secretary determines that the
standard would be appropriate for the protec-
tion of the public health.

“(E) The Secretary shall provide for a
comment period of not less than 60 days.

“(2) PROMULGATION.—

“(A) After the expiration of the period for
comment on a notice of proposed rulemaking
published under paragraph (1) respecting a per-
formance standard and after consideration of
such comments and any report from an advi-
sory committee, the Secretary shall—

“(i) promulgate a regulation establish-

ing a performance standard and publish in
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the Federal Register findings on the mat-
ters referred to in paragraph (1); or
“(i1) publish a notice terminating the
proceeding for the development of the
standard together with the reasons for
such termination.

“(B) A regulation establishing a perform-
ance standard shall set forth the date or dates
upon which the standard shall take effect, but
no such regulation may take effect before one
yvear after the date of its publication unless the
Secretary determines that an earlier effective
date is necessary for the protection of the pub-
lic health. Such date or dates shall be estab-
lished so as to minimize, consistent with the
public health, economic loss to, and disruption
or dislocation of, domestic and international
trade.

“(3) SPECIAL RULE FOR STANDARD BANNING
CLASS OF PRODUCT OR ELIMINATING NICOTINE CON-
TENT.—Because of the importance of a decision of
the Secretary to issue a regulation establishing a

performance standard—
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“(A) eliminating all cigarettes, all smoke-
less tobacco products, or any similar class of to-
bacco products, or
“(B) requiring the reduction of nicotine
vields of a tobacco product to zero,
it is appropriate for the Congress to have the oppor-
tunity to review such a decision. Therefore, any such
standard may not take effect before a date that is
2 years after the President notifies the Congress
that a final regulation imposing the restriction has

been issued.
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“(4) AMENDMENT; REVOCATION.—

“(A) The Secretary, upon the Secretary’s
own 1nitiative or upon petition of an interested
person may by a regulation, promulgated in ac-
cordance with the requirements of paragraphs
(1) and (2)(B) of this subsection, amend or re-
voke a performance standard.

“(B) The Secretary may declare a pro-
posed amendment of a performance standard to
be effective on and after its publication in the
Federal Register and until the effective date of
any final action taken on such amendment if
the Secretary determines that making it so ef-

fective 1s in the public interest.
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“(5) REFERENCE TO ADVISORY COMMITTEE.—

The Secretary:
“(A) may, on the Secretary’s own initia-
tive, refer a proposed regulation for the estab-
lishment, amendment, or revocation of a per-
formance standard; or

“(B) shall, upon the request of an inter-
ested person which demonstrates good cause for
referral and which is made before the expiration
of the period for submission of comments on

such proposed regulation,
refer such proposed regulation to an advisory committee,
for a report and recommendation with respect to any mat-
ter involved in the proposed regulation which requires the
exercise of scientific judgment. If a proposed regulation
18 referred under this subparagraph to the advisory com-
mittee, the Secretary shall provide the advisory committee
with the data and information on which such proposed
regulation is based. The advisory committee shall, within
60 days after the referral of a proposed regulation and
after independent study of the data and information fur-
nished to it by the Secretary and other data and informa-
tion before it, submit to the Secretary a report and rec-
ommendation respecting such regulation, together with all

underlying data and information and a statement of the
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reason or basis for the recommendation. A copy of such
report and recommendation shall be made public by the
Secretary.
“SEC. 908. NOTIFICATION AND OTHER REMEDIES

“(a) NOTIFICATION.—If the Secretary determines
that—

“(1) a tobacco product which is introduced or
delivered for introduction into interstate commerce
for commercial distribution presents an unreasonable
risk of substantial harm to the public health; and

“(2) notification under this subsection 1S nec-
essary to eliminate the unreasonable risk of such
harm and no more practicable means is available
under the provisions of this chapter (other than this
section) to eliminate such risk,

the Secretary may issue such order as may be necessary
to assure that adequate notification is provided in an ap-
propriate form, by the persons and means best suited
under the circumstances involved, to all persons who
should properly receive such notification in order to elimi-
nate such risk. The Secretary may order notification by
any appropriate means, including public service announce-
ments. Before issuing an order under this subsection, the
Secretary shall consult with the persons who are to give

notice under the order.
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“(b) No EXEMPTION FROM OTHER LIABILITY.—
Compliance with an order issued under this section shall
not relieve any person from liability under Federal or
State law. In awarding damages for economic loss in an
action brought for the enforcement of any such liability,
the value to the plaintiff in such action of any remedy
provided under such order shall be taken into account.

“(¢) RECALL AUTHORITY.—

“(1) IN GENERAL.—If the Secretary finds that
there 1s a reasonable probability that a tobacco prod-
uct contains a manufacturing or other defect not or-
dinarily contained in tobacco products on the market
that would cause serious, adverse health con-
sequences or death, the Secretary shall issue an
order requiring the appropriate person (including
the manufacturers, importers, distributors, or retail-
ers of the tobacco product) to immediately cease dis-
tribution of such tobacco product. The order shall
provide the person subject to the order with an op-
portunity for an informal hearing, to be held not
later than 10 days after the date of the issuance of
the order, on the actions required by the order and
on whether the order should be amended to require
a recall of such tobacco product. If, after providing

an opportunity for such a hearing, the Secretary de-
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termines that inadequate grounds exist to support
the actions required by the order, the Secretary shall
vacate the order.

“(2) AMENDMENT OF ORDER TO REQUIRE RE-
CALL.—

“(A) If, after providing an opportunity for
an informal hearing under paragraph (1), the
Secretary determines that the order should be
amended to include a recall of the tobacco prod-
uct with respect to which the order was issued,
the Secretary shall, except as provided in sub-
paragraph (B), amend the order to require a
recall. The Secretary shall specify a timetable in
which the tobacco product recall will occur and
shall require periodic reports to the Secretary
describing the progress of the recall.

“(B) An amended order under subpara-
oraph (A)—

“(1) shall not include recall of a to-
bacco product from individuals; and
“(i1) shall provide for notice to per-
sons subject to the risks associated with
the use of such tobacco product.
In providing the notice required by clause (ii),

the Secretary may use the assistance of retail-
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ers and other persons who distributed such to-

bacco product. If a significant number of such

persons cannot be identified, the Secretary shall

notify such persons under section 705(b).

“(3) REMEDY NOT EXCLUSIVE.—The remedy
provided by this subsection shall be in addition to
remedies provided by subsection (a) of this section.

“SEC. 909. RECORDS AND REPORTS ON TOBACCO PROD-

UCTS.

“(a) IN GENERAL.—Every person who is a tobacco
product manufacturer or importer of a tobacco product
shall establish and maintain such records, make such re-
ports, and provide such information, as the Secretary may
by regulation reasonably require to assure that such to-

bacco product is not adulterated or misbranded and to

otherwise protect public health. Regulations prescribed

under the preceding sentence
“(1) may require a tobacco product manufac-

turer or importer to report to the Secretary when-
ever the manufacturer or importer receives or other-
wise becomes aware of information that reasonably
suggests that one of its marketed tobacco products
may have caused or contributed to a serious unex-
pected adverse experience associated with the use of

the product or any significant increase in the fre-
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quency of a serious, expected adverse product experi-
ence;

“(2) shall require reporting of other significant
adverse tobacco product experiences as determined
by the Secretary to be necessary to be reported,;

“(3) shall not impose requirements unduly bur-
densome to a tobacco product manufacturer or im-
porter, taking into account the cost of complying
with such requirements and the need for the protec-
tion of the public health and the implementation of
this chapter;

“(4) when preseribing the procedure for making
requests for reports or information, shall require
that each request made under such regulations for
submission of a report or information to the Sec-
retary state the reason or purpose for such request
and identify to the fullest extent practicable such re-
port or information;

“(5) when requiring submission of a report or
information to the Secretary, shall state the reason
or purpose for the submission of such report or in-
formation and identify to the fullest extent prac-
ticable such report or information; and

“(6) may not require that the identity of any

patient or user be disclosed in records, reports, or

S 1415 AMDT 2420



© 00O N O 0o B~ W N PP

e <
w N B O

14
15
16
17
18
19
20
21
22
23

66

information required under this subsection unless re-
quired for the medical welfare of an individual, to
determine risks to public health of a tobacco prod-
uct, or to verify a record, report, or information sub-
mitted under this chapter.
In preseribing regulations under this subsection, the Sec-
retary shall have due regard for the professional ethies of
the medical profession and the interests of patients. The
prohibitions of paragraph (6) of this subsection continue
to apply to records, reports, and information concerning
any individual who has been a patient, irrespective of
whether or when he ceases to be a patient.

“(b) REPORTS OF REMOVALS AND CORRECTIONS.

(1) Except as provided in paragraph (3), the
Secretary shall by regulation require a tobacco prod-
uct manufacturer or importer of a tobacco product
to report promptly to the Secretary any corrective
action taken or removal from the market of a to-
bacco product undertaken by such manufacturer or
importer if the removal or correction was under-
taken—

“(A) to reduce a risk to health posed by

the tobacco product; or
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1 “(B) to remedy a violation of this chapter
2 caused by the tobacco product which may
3 present a risk to health.

4 A tobacco product manufacturer or importer of a tobacco

5 product who undertakes a corrective action or removal

6 from the market of a tobacco product which is not re-

7 quired to be reported under this subsection shall keep a

8 record of such correction or removal.

9 “(2) No report of the corrective action or re-
10 moval of a tobacco product may be required under
11 paragraph (1) if a report of the corrective action or
12 removal 18 required and has been submitted under
13 subsection (a) of this section.

14 «SEC. 910. PREMARKET REVIEW OF CERTAIN TOBACCO

15 PRODUCTS.

16 “(a) IN GENERAL.—

17 “(1) PREMARKET APPROVAL REQUIRED.—

18 “(A) NEW PRODUCTS.—Approval under
19 this section of an application for premarket ap-
20 proval for any tobacco product that is not com-
21 mercially marketed (other than for test market-
22 ing) in the United States as of August 11,
23 1995, is required unless the manufacturer has
24 submitted a report under section 905(j), and
25 the Secretary has issued an order that the to-
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bacco product is substantially equivalent to a
tobacco product commercially marketed (other
than for test marketing) in the United States
as of August 11, 1995, that is in compliance
with the requirements of this Act.

“(B) PrRODUCTS INTRODUCED BETWEEN
AUGUST 11, 1995, AND ENACTMENT OF THIS
CHAPTER.—Subparagraph (A) does not apply
to a tobacco product that—

“(1) was first introduced or delivered
for introduction into interstate commerce
for commerce for commercial distribution
in the United States after August 11,
1995, and before the date of enactment of
the National Tobacco Policy and Youth
Smoking Reduction Act; and

“(11) for which a report was submitted
under section 905(j) within 6 months after
such date,

until the Secretary issues an order that the to-
bacco product is substantially equivalent for
purposes of this section or requires premarket
approval.

“(2) SUBSTANTIALLY EQUIVALENT DEFINED.—
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“(A) For purposes of this section and sec-
tion 905(j), the term ‘substantially equivalent’
or ‘substantial equivalence’ mean, with respect
to the tobacco product being compared to the
predicate tobacco product, that the Secretary by

order has found that the tobacco product

“(1) has the same characteristics as
the predicate tobacco product; or

“(11) has different characteristics and
the information submitted contains infor-
mation, including clinical data if deemed
necessary by the Secretary, that dem-
onstrates that it 1s not appropriate to reg-
ulate the product under this section be-
cause the product does not raise different
questions of public health.

“(B) For purposes of subparagraph (A),
the term ‘characteristics’ means the materials,
ingredients, design, composition, heating source,
or other features of a tobacco product.

“(C) A tobacco product may not be found
to be substantially equivalent to a predicate to-
bacco product that has been removed from the

market at the initiative of the Secretary or that
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has been determined by a judicial order to be
misbranded or adulterated.
“(3) HEALTH INFORMATION.—

“(A) As part of a submission under section
905(j) respecting a tobacco product, the person
required to file a premarket notification under
such section shall provide an adequate summary
of any health information related to the tobacco
product or state that such information will be
made available upon request by any person.

“(B) Any summary under subparagraph
(A) respecting a tobacco product shall contain
detailed information regarding data concerning
adverse health effects and shall be made avail-
able to the public by the Secretary within 30
days of the issuance of a determination that
such tobacco product is substantially equivalent

to another tobacco product.

“(b) APPLICATION.—

“(1) CONTENTS.—An application for premarket

approval shall contain—

“(A) full reports of all information, pub-
lished or known to or which should reasonably
be known to the applicant, concerning investiga-

tions which have been made to show the health
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risks of such tobacco product and whether such
tobacco product presents less risk than other
tobacco products;

“(B) a full statement of the components,
ingredients, and properties, and of the principle
or principles of operation, of such tobacco prod-
uct;

“(C) a full deseription of the methods used
in, and the facilities and controls used for, the
manufacture, processing, and, when relevant,
packing and installation of, such tobacco prod-
uct;

“(D) an identifying reference to any per-
formance standard under section 907 which
would be applicable to any aspect of such to-
bacco product, and either adequate information
to show that such aspect of such tobacco prod-
uct fully meets such performance standard or
adequate information to justify any deviation
from such standard;

“(E) such samples of such tobacco product
and of components thereof as the Secretary
may reasonably require;

“(F) specimens of the labeling proposed to

be used for such tobacco product; and
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“(G) such other information relevant to
the subject matter of the application as the Sec-
retary may require.

“(2) REFERENCE TO ADVISORY COMMITTEE.—
Upon receipt of an application meeting the require-
ments set forth in paragraph (1), the Secretary—

“(A) may, on the Secretary’s own initia-
tive; or

“(B) shall, upon the request of an appli-
cant,

refer such application to an advisory committee and
for submission (within such period as the Secretary
may establish) of a report and recommendation re-
specting approval of the application, together with
all underlying data and the reasons or basis for the
recommendation.

“(¢) ACTION ON APPLICATION.—

“(1) DEADLINE.—

“(A) As promptly as possible, but in no
event later than 180 days after the receipt of
an application under subsection (b) of this sec-
tion, the Secretary, after considering the report
and recommendation submitted under para-

oraph (2) of such subsection, shall—
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“(1) issue an order approving the ap-
plication if the Secretary finds that none of
the erounds for denying approval specified
in paragraph (2) of this subsection applies;
or

“(i1) deny approval of the application
if the Secretary finds (and sets forth the
basis for such finding as part of or accom-
panying such denial) that one or more
orounds for denial specified in paragraph
(2) of this subsection apply.
“(B) An order approving an application for

a tobacco product may require as a condition to

such approval that the sale and distribution of

the tobacco product be restricted but only to
the extent that the sale and distribution of a to-
bacco product may be restricted under a regula-

tion under section 906(d).

“(2) DENIAL OF APPROVAL.—The Secretary
shall deny approval of an application for a tobacco
product if, upon the basis of the information submit-
ted to the Secretary as part of the application and
any other information before the Secretary with re-
spect to such tobacco product, the Secretary finds

that—
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“(A) there is a lack of a showing that per-
mitting such tobacco product to be marketed
would be appropriate for the protection of the
public health;

“(B) the methods used in, or the facilities
or controls used for, the manufacture, process-
ing, or packing of such tobacco product do not
conform to the requirements of section 906(e);

“(C) based on a fair evaluation of all mate-
rial facts, the proposed labeling is false or mis-
leading in any particular; or

“(D) such tobacco product is not shown to
conform in all respects to a performance stand-
ard in effect under section 907, compliance with
which 1s a condition to approval of the applica-
tion, and there 1s a lack of adequate informa-
tion to justify the deviation from such standard.
“(3) DENIAL INFORMATION.—Any denial of an

application shall, insofar as the Secretary determines
to be practicable, be accompanied by a statement in-
forming the applicant of the measures required to
place such application in approvable form (which
measures may include further research by the appli-
cant in accordance with one or more protocols pre-

seribed by the Secretary).
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“(4) BASIS FOR FINDING.—For purposes of
this section, the finding as to whether approval of a
tobacco product i1s appropriate for the protection of
the public health shall be determined with respect to
the risks and benefits to the population as a whole,
including users and non-users of the tobacco prod-
uct, and taking into account—

“(A) the increased or decreased likelihood
that existing users of tobacco products will stop
using such products; and

“(B) the increased or decreased likelihood
that those who do not use tobacco products will
start using such products.

“(5) BASIS FOR ACTION.—

“(A) For purposes of paragraph (2)(A),
whether permitting a tobacco product to be
marketed would be appropriate for the protec-
tion of the public health shall, when appro-
priate, be determined on the basis of well-con-
trolled investigations, which may include one or
more clinical investigations by experts qualified
by training and experience to evaluate the to-
bacco product.

“(B) If the Secretary determines that

there exists valid scientific evidence (other than
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evidence derived from investigations described
in subparagraph (A)) which is sufficient to
evaluate the tobacco product the Secretary may
authorize that the determination for purposes
of paragraph (2)(A) be made on the basis of

such evidence.

“(d) WITHDRAWAL AND TEMPORARY SUSPENSION.—

“(1) IN GENERAL.—The Secretary shall, upon

obtaining, where appropriate, advice on scientific
matters from an advisory committee, and after due
notice and opportunity for informal hearing to the
holder of an approved application for a tobacco
product, issue an order withdrawing approval of the

application if the Secretary finds—

“(A) that the continued marketing of such
tobacco product no longer is appropriate for the
protection of the public health;

“(B) that the application contained or was
accompanied by an untrue statement of a mate-
rial fact;

“(C) that the applicant—

“(1) has failed to establish a system
for maintaining records, or has repeatedly

or deliberately failed to maintain records
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or to make reports, required by an applica-

ble regulation under section 909;

“(i1) has refused to permit access to,
or copying or verification of, such records
as required by section 704; or

“(i11) has not complied with the re-
quirements of section 905;

“(D) on the basis of new information be-
fore the Secretary with respect to such tobacco
product, evaluated together with the evidence
before the Secretary when the application was
approved, that the methods used in, or the fa-
cilities and controls used for, the manufacture,
processing, packing, or installation of such to-
bacco product do not conform with the require-
ments of section 906(e) and were not brought
into conformity with such requirements within a
reasonable time after receipt of written notice
from the Secretary of nonconformity;

“(E) on the basis of new information be-
fore the Secretary, evaluated together with the
evidence before the Secretary when the applica-
tion was approved, that the labeling of such to-
bacco product, based on a fair evaluation of all

material facts, is false or misleading in any par-
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ticular and was not corrected within a reason-

able time after receipt of written notice from

the Secretary of such fact; or

“(F) on the basis of new information be-
fore the Secretary, evaluated together with the
evidence before the Secretary when the applica-
tion was approved, that such tobacco product is
not shown to conform in all respects to a per-
formance standard which is in effect under sec-
tion 907, compliance with which was a condi-
tion to approval of the application, and that
there 1s a lack of adequate information to jus-
tify the deviation from such standard.

“(2) ArreAL.—The holder of an application
subject to an order issued under paragraph (1) with-
drawing approval of the application may, by petition
filed on or before the thirtieth day after the date
upon which he receives notice of such withdrawal,
obtain review thereof in accordance with subsection
(e) of this section.

“(3) TEMPORARY SUSPENSION.—If, after pro-
viding an opportunity for an informal hearing, the
Secretary determines there is reasonable probability
that the continuation of distribution of a tobacco

product under an approved application would cause
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serious, adverse health consequences or death, that
is greater than ordinarily caused by tobacco prod-
ucts on the market, the Secretary shall by order
temporarily suspend the approval of the application
approved under this section. If the Secretary issues
such an order, the Secretary shall proceed expedi-
tiously under paragraph (1) to withdraw such appli-
cation.

“(e) SERVICE OF ORDER.—An order issued by the

Secretary under this section shall be served—

“(1) in person by any officer or employee of the
department designated by the Secretary; or

“(2) by mailing the order by registered mail or
certified mail addressed to the applicant at the ap-
plicant’s last known address in the records of the

Secretary.

“SEC. 911. JUDICIAL REVIEW.

“(a) IN GENERAL.—Not later than 30 days after

“(1) the promulegation of a regulation under
section 907 establishing, amending, or revoking a
performance standard for a tobacco product; or

“(2) a denial of an application for approval

under section 910(c¢),

24 any person adversely affected by such regulation or order

25 may file a petition with the United States Court of Ap-
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peals for the District of Columbia or for the circuit where-
in such person resides or has his principal place of busi-
ness for judicial review of such regulation or order. A copy
of the petition shall be transmitted by the clerk of the
court to the Secretary or other officer designated by the
Secretary for that purpose. The Secretary shall file in the
court the record of the proceedings on which the Secretary
based the Secretary’s regulation or order and each record
or order shall contain a statement of the reasons for its
issuance and the basis, on the record, for its issuance. For
purposes of this section, the term ‘record’” means all no-
tices and other matter published in the Federal Register
with respect to the regulation or order reviewed, all infor-
mation submitted to the Secretary with respect to such
regulation or order, proceedings of any panel or advisory
committee with respect to such regulation or order, any
hearing held with respect to such regulation or order, and
any other information identified by the Secretary, in the
administrative proceeding held with respect to such regu-
lation or order, as being relevant to such regulation or
order.

“(b) COURT MAY ORDER SECRETARY TO MAKE AD-

DITIONAL FINDINGS.

If the petitioner applies to the
court for leave to adduce additional data, views, or argu-

ments respecting the regulation or order being reviewed
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and shows to the satisfaction of the court that such addi-
tional data, views, or arguments are material and that
there were reasonable grounds for the petitioner’s failure
to adduce such data, views, or arguments in the proceed-
ings before the Secretary, the court may order the Sec-
retary to provide additional opportunity for the oral pres-
entation of data, views, or arguments and for written sub-
missions. The Secretary may modify the Secretary’s find-
ings, or make new findings by reason of the additional
data, views, or arguments so taken and shall file with the
court such modified or new findings, and the Secretary’s
recommendation, if any, for the modification or setting
aside of the regulation or order being reviewed, with the
return of such additional data, views, or arguments.

“(¢) STANDARD OF REVIEW.—Upon the filing of the
petition under subsection (a) of this section for judicial
review of a regulation or order, the court shall have juris-
diction to review the regulation or order in accordance
with chapter 7 of title 5, United States Code, and to grant
appropriate relief, including interim relief, as provided in
such chapter. A regulation or order described in paragraph
(1) or (2) of subsection (a) of this section shall not be
affirmed 1if it is found to be unsupported by substantial

evidence on the record taken as a whole.
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“(d) FinaLITY OF JUDGMENT.—The judgment of the
court affirming or setting aside, in whole or in part, any
regulation or order shall be final, subject to review by the
Supreme Court of the United States upon certiorari or
certification, as provided in section 1254 of title 28,
United States Code.

“(e) OTHER REMEDIES.—The remedies provided for
in this section shall be in addition to and not in lieu of
any other remedies provided by law.

“(f) REGULATIONS AND ORDERS MusT RECITE
Basis IN RECORD.—To facilitate judicial review under
this section or under any other provision of law of a regu-
lation or order issued under section 906, 907, 908, 909,
910, or 914, each such regulation or order shall contain
a statement of the reasons for its issuance and the basis,
in the record of the proceedings held in connection with
its issuance, for its issuance.

“SEC. 912. POSTMARKET SURVEILLANCE

“(a) DISCRETIONARY SURVEILLANCE.—The Sec-
retary may require a tobacco product manufacturer to
conduct postmarket surveillance for a tobacco product of
the manufacturer if the Secretary determines that
postmarket surveillance of the tobacco product is nec-

essary to protect the public health or is necessary to pro-
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vide information regarding the health risks and other safe-
ty issues involving the tobacco product.

“(b) SURVEILLANCE APPROVAL.—Each tobacco
product manufacturer required to conduct a surveillance
of a tobacco product under subsection (a) of this section
shall, within 30 days after receiving notice that the manu-
facturer is required to conduct such surveillance, submit,
for the approval of the Secretary, a protocol for the re-
quired surveillance. The Secretary, within 60 days of the
receipt of such protocol, shall determine if the principal
investicator proposed to be used in the surveillance has
sufficient qualifications and experience to conduct such
surveillance and if such protocol will result in collection
of useful data or other information necessary to protect
the public health. The Secretary may not approve such
a protocol until it has been reviewed by an appropriately
qualified scientific and technical review committee estab-
lished by the Secretary.

“SEC. 913. REDUCED RISK TOBACCO PRODUCTS.

“(a) REQUIREMENTS.

“(1) IN GENERAL.—For purposes of this sec-
tion, the term ‘reduced risk tobacco product” means
a tobacco product designated by the Secretary under
paragraph (2).

“(2) DESIGNATION.—
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“(A) IN GENERAL.—A product may be
designated by the Secretary as a reduced risk
tobacco product if the Secretary finds that the
product will significantly reduce harm to indi-
viduals caused by a tobacco product and is oth-
erwise appropriate to protect public health,
based on an application submitted by the manu-
facturer of the product (or other responsible
person) that—
“(1) demonstrates through testing on
animals and short-term human testing that
use of such product results in ingestion or
inhalation of a substantially lower yield of
toxic substances than use of conventional
tobacco products in the same category as
the proposed reduced risk product; and
“(i1) if required by the Secretary, in-
cludes studies of the long-term health ef-
fects of the product.
If such studies are required, the manufacturer
may consult with the Secretary regarding proto-
cols for conducting the studies.

“(B) BASIS FOR FINDING.—In making the
finding under subparagraph (A), the Secretary

shall take into account—
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“(1) the risks and benefits to the pop-
ulation as a whole, including both users of
tobacco products and non-users of tobacco
products;

“(11) the increased or decreased likeli-
hood that existing users of tobacco prod-
ucts will stop using such products includ-
ing reduced risk tobacco products;

“(111) the increased or decreased likeli-
hood that those who do not use tobacco
products will start to use such products,
including reduced risk tobacco products;
and

“(1v) the risks and benefits to con-
sumers from the use of a reduced risk to-
bacco product as compared to the use of
products approved under chapter V to re-

duce exposure to tobacco.

“(3) MARKETING REQUIREMENTS.—A tobacco
product may be marketed and labeled as a reduced

risk tobacco product if it—

“(A) has been designated as a reduced risk

tobacco product by the Secretary under para-

oraph (2);
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“(B) bears a label prescribed by the Sec-
retary concerning the product’s contribution to
reducing harm to health; and

“(C) complies with requirements preseribed
by the Secretary relating to marketing and ad-
vertising of the product, and other provisions of
this chapter as prescribed by the Secretary.

“(b) REVOCATION OF DESIGNATION.—At any time
after the date on which a tobacco product is designated
as a reduced risk tobacco product under this section the
Secretary may, after providing an opportunity for an in-
formal hearing, revoke such designation if the Secretary
determines, based on information not available at the time
of the designation, that—

“(1) the finding made under subsection (a)(2)
1s no longer valid; or
“(2) the product is being marketed in violation

of subsection (a)(3).

“(¢) LamrraTiON.—A tobacco product that is des-
ignated as a reduced risk tobacco product that is in com-
pliance with subsection (a) shall not be regulated as a
drug or device.

“(d) DEVELOPMENT OF REDUCED RISK TOBACCO
PRODUCT TECHNOLOGY.—A tobacco product manufac-

turer shall provide written notice to the Secretary upon
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the development or acquisition by the manufacturer of any
technology that would reduce the risk of a tobacco product
to the health of the user for which the manufacturer is
not seeking designation as a ‘reduced risk tobacco product’
under subsection (a).

“SEC. 914. PRESERVATION OF STATE AND LOCAL AUTHOR-

ITY.

“(a) ADDITIONAL REQUIREMENTS.

“(1) IN GENERAL.—Except as provided in para-
oeraph (2), nothing in this Act shall be construed as
prohibiting a State or political subdivision thereof
from adopting or enforcing a requirement applicable
to a tobacco product that is in addition to, or more
stringent than, requirements established under this
chapter.

“(2) PREEMPTION OF CERTAIN STATE AND

LOCAL REQUIREMENTS.
“(A) Except as provided in subparagraph

(B), no State or political subdivision of a State
may establish or continue in effect with respect

to a tobacco product any requirement which is
different from, or in addition to, any require-
ment applicable under the provisions of this
chapter relating to performance standards, pre-

market approval, adulteration, wmisbranding,
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registration, reporting, good manufacturing
standards, or reduced risk products.

“(B) Subparagraph (A) does not apply to
requirements relating to the sale, use, or dis-
tribution of a tobacco product including require-
ments related to the access to, and the advertis-
ing and promotion of, a tobacco product.

“(b) RULE OF CONSTRUCTION REGARDING PRODUCT
LiIABILITY.—No provision of this chapter relating to a to-
bacco product shall be construed to modify or otherwise
affect any action or the liability of any person under the
product liability law of any State.

“(¢) WAIVERS.

Upon the application of a State or
political subdivision thereof, the Secretary may, by regula-
tion promulgated after notice and an opportunity for an
oral hearing, exempt from subsection (a), under such con-
ditions as may be prescribed in such regulation, a require-
ment of such State or political subdivision applicable to
a tobacco product if—

“(1) the requirement is more stringent than a
requirement applicable under the provisions de-
sceribed in subsection (a)(3) which would be applica-
ble to the tobacco product if an exemption were not
in effect under this subsection; or

“(2) the requirement—
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“(A) is required by compelling local condi-
tions; and

“(B) compliance with the requirement
would not cause the tobacco product to be in
violation of any applicable requirement of this
chapter.

“SEC. 915. EQUAL TREATMENT OF RETAIL OUTLETS.

“The Secretary shall issue regulations to require that
retail establishments for which the predominant business
18 the sale of tobacco products comply with any advertising
restrictions applicable to retail establishments accessible
to individuals under the age of 18.”.

SEC. 102. CONFORMING AND OTHER AMENDMENTS TO GEN-
ERAL PROVISIONS.

(a) AMENDMENT OF FEDERAL FooD, DRUG, AND
COSMETIC AcT.—Exceept as otherwise expressly provided,
whenever in this section an amendment is expressed in
terms of an amendment to, or repeal of, a section or other
provision, the reference is to a section or other provision
of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
301 et seq.).

(b) SECTION 301.—Section 301 (21 U.S.C. 331) 1is
amended—

(1) by inserting ‘“tobacco product,” in sub-

section (a) after “device,”;
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(2) by inserting ‘‘tobacco product,” in sub-
section (b) after “device,”;

(3) by inserting ‘“‘tobacco product,” in sub-
section (c) after “‘device,”;

(4) by striking “515(f), or 519”7 in subsection
(e) and inserting “515(f), 519, or 909”’;

(5) by inserting ‘“‘tobacco product,” in sub-
section (g) after “‘device,”;

(6) by inserting ‘‘tobacco product,” in sub-
section (h) after “device,”;

(7) by striking “708, or 721" in subsection (j)
and inserting “708, 721, 904, 905, 906, 907, 908,
or 909",

(8) by inserting ‘‘tobacco product,” in sub-
section (k) after “device,”;

(9) by striking subsection (p) and inserting the
following:

“(p) The failure to register in accordance with section

510 or 905, the failure to provide any information re-
quired by section 510(j), 510(k), 905(1), or 905(j), or the
failure to provide a notice required by section 510(j)(2)

or 905(J)(2).”;

(10) by striking subsection (q)(1) and inserting
the following:

“(q)(1) The failure or refusal—
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“(A) to comply with any requirement preseribed
under section 518, 520(g), 906(f), or 908;

“(B) to furnish any notification or other mate-
rial or information required by or under section 519,
520(g), 904, 906(f), or 909; or

“(C) to comply with a requirement under sec-
tion 522 or 912.7;

(11) by striking “device,” in subsection (q)(2)
and inserting “device or tobacco product,”’;

(12) by inserting “or tobacco product’” in sub-
section (r) after “device” each time that it appears;
and

(13) by adding at the end thereof the following:

“(aa) The sale of tobacco products in violation
of a mno-tobacco-sale order issued under section
303(f).”.

(¢) SECTION 303.—Section 303(f) (21 U.S.C. 333(f))

1s amended—

(1) by amending the caption to read as follows:

“(f) CiviL  PENALTIES; NO-TOBACCO-SALE  OR-

DERS.—’;

(2) by inserting ‘“‘or tobacco products” after

“devices” in paragraph (1)(A);

S 1415 AMDT 2420



© 00O N O 0o B~ W N PP

N DN NN DN NN DN P PP PP PP PP
a o W N P O © 00 N O O b W N B O

92

(3) by redesignating paragraphs (3), (4), and
(5) as paragraphs (4), (5), and (6), and inserting
after paragraph (2) the following:

“(3) If the Secretary finds that a person has
committed repeated violations of restrictions promul-
cated under section 906(d) at a particular retail out-
let then the Secretary may impose a no-tobacco-sale
order on that person prohibiting the sale of tobacco
products in that outlet. A no-tobacco-sale order may
be imposed with a civil penalty under paragraph
(1).”;

(4) by striking “‘assessed” the first time it ap-
pears in subparagraph (A) of paragraph (4), as re-
designated, and inserting “‘assessed, or a no-tobacco-
sale order may be imposed,”’;

" in such subparagraph

(5) by striking “penalty’
and inserting ‘“‘penalty, or upon whom a no-tobacco-
order is to be imposed,”’;

(6) by inserting after ‘“‘penalty,” in subpara-
oraph (B) of paragraph (4), as redesignated, the fol-
lowing: “‘or the period to be covered by a no-tobacco-
sale order,”;

(7) by adding at the end of such subparagraph

the following: “A no-tobacco-sale order permanently

prohibiting an individual retail outlet from selling to-
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bacco products shall include provisions that allow
the outlet, after a specified period of time, to request
that the Secretary compromise, modify, or terminate
the order.”;

(8) by adding at the end of paragraph (4), as
redesignated, the following:

“(D) The Secretary may compromise, mod-
ify, or terminate, with or without conditions,
any no-tobacco-sale order.”;

(9) by striking “(3)(A)” in paragraph (5), as
resdesignated, and inserting “(4)(A)”;

(10) by inserting “or the imposition of a no-to-
bacco-sale order” after “penalty” the first 2 places
it appears in such paragraph;

(11) by striking “issued.” in such paragraph
and inserting ‘“‘issued, or on which the no-tobacco-
sale order was imposed, as the case may be.”; and

(12) by striking “paragraph (4)” each place it
appears in paragraph (6), as redesignated, and in-
serting ‘‘paragraph (5)”.

(d) SECTION 304.—Section 304 (21 U.S.C. 334) is

amended—

(1) by striking “and” before “(D)” in sub-

section (a)(2);
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(2) by striking “device.” in subsection (a)(2)
and inserting a comma and “(E) Any adulterated or
misbranded tobacco product.”;

(3) by inserting ‘“‘tobacco product,” in sub-
section (d)(1) after “device,”;

(4) by inserting “or tobacco product” in sub-
section (g)(1) after “device” each place it appears;
and

(5) by inserting “or tobacco product” in sub-
section (2)(2)(A) after “‘device” each place it ap-
pears.

(e) SECTION 702.—Section 702(a) (21 U.S.C.
372(a)) 1s amended—
(1) by inserting “(1)”” after “(a)”’; and
(2) by adding at the end thereof the following:
“(2) For a tobacco product, to the extent feasible,
the Secretary shall contract with the States in accordance
with paragraph (1) to carry out inspections of retailers
in connection with the enforcement of this Act.”.

(f) SECcTION 703.—Section 703 (21 U.S.C. 373) is
amended—

(1) by inserting “tobacco product,” after ‘“‘de-
vice,” each place it appears; and

(2) by inserting “tobacco products,” after “de-

vices,” each place it appears.
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(g) SECTION 704.—Section 704 (21 U.S.C. 374) is

amended—

(1) by inserting ‘“tobacco products,” in sub-
section (a)(1)(A) after “devices,” each place it ap-
pears;

(2) by inserting “or tobacco products” in sub-
section (a)(1)(B) after “restricted devices” each
place it appears; and

(3) by inserting ‘‘tobacco product,” in sub-
section (b) after “device,”.

(h) SEcTION 705.—Section 705(b) (21 U.S.C.

375(b)) is amended by inserting ‘“‘tobacco products,” after
“devices,”.
(1) SECTION 709.—Section 709 (21 U.S. C. 379) is
amended by inserting “or tobacco product’ after “device”.
(j) SECTION 801.—Section 801 (21 U.S.C. 381) is
amended—
(1) by inserting “tobacco products,” after “de-

" in subsection (a) the first time it appears;

vices,’
(2) by inserting ‘“‘or subsection (j) of section
905" in subsection (a) after “‘section 510”; and
(3) by striking “drugs or devices” each time it

appears in subsection (a) and inserting “drugs, de-

vices, or tobacco products’;
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(4) by inserting ‘‘tobacco product,” in sub-
section (e)(1) after “device,”;

(5) by redesignating paragraph (4) of sub-
section (e) as paragraph (5) and inserting after
paragraph (3), the following:

“(4) Paragraph (1) does not apply to any to-
bacco product—

“(A) which does not comply with an appli-
cable requirement of section 907 or 910; or
“(B) which under section 906(f) is exempt
from either such section.
This paragraph does not apply if the Secretary has
determined that the exportation of the tobacco prod-
uct is not contrary to the public health and safety
and has the approval of the country to which it is
intended for export or the tobacco product is eligible
for export under section 802.”.
(k) SECTION 802.—Section 802 (21 U.S.C. 382) is
amended—
(1) by striking ““device—"" in subsection (a) and

”,
)

inserting “device or tobacco product

(2) by striking “and” after the semicolon in

subsection (a)(1)(C);
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(3) by striking subparagraph (C) of subsection
(a)(2) and all that follows in that subsection and in-
serting the following:
“(C) i1s a banned device under section 516;
or
“(3) which, in the case of a tobacco product—
“(A) does not comply with an applicable
requirement of section 907 or 910; or
“(B) under section 906(f) is exempt from
either such section,
is adulterated, misbranded, and in violation of such
sections or Act unless the export of the drug, device,
or tobacco product is, except as provided in sub-
section (f), authorized under subsection (b), (¢), (d),
or (e) of this section or section 801(e)(2) or
801(e)(4). If a drug, device, or tobacco product de-
scribed in paragraph (1), (2), or (3) may be ex-
ported under subsection (b) and if an application for
such drug or device under section 505, 515, or 910
of this Act or section 351 of the Public Health Serv-
ice Act (42 U.S.C. 262) was disapproved, the Sec-
retary shall notify the appropriate public health offi-
cial of the country to which such drug, device, or to-

bacco product will be exported of such disapproval.”;
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(4) by inserting “‘or tobacco product” in sub-
section (b)(1)(A) after “device” each time it ap-
pears;

(5) by inserting ‘“‘or tobacco product” in sub-
section (¢) after “device’” and inserting “‘or section
906(f)” after “520(g).”;

(6) by inserting ‘“or tobacco product” in sub-
section (f) after “device” each time it appears; and

(7) by inserting “or tobacco product” in sub-
section (g) after “device” each time it appears.

(I) SECTION 1003.—Section 1003(d)(2)(C) (as redes-
ignated by section 101(a)) is amended—

(1) by striking “and” after ‘“‘cosmetices,”’; and

(2) mserting a comma and ‘“and tobacco prod-
ucts” after “devices’”.

(m) EFFECTIVE DATE FOR NO-TOBACCO-SALE

ORDER AMENDMENTS.—The amendments made by sub-
section (c¢), other than the amendment made by paragraph
(2) thereof, shall take effect only upon the promulgation

of final regulations by the Secretary-

(1) defining the term ‘‘repeated violation”, as
used n section 303(f) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 333(f)) as amended by

subsection (¢), by identifying the number of viola-
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tions of particular requirements over a specified pe-

riod of time that constitute a repeated violation;

(2) providing for notice to the retailer of each
violation at a particular retail outlet;

(3) providing that a person may not be charged
with a violation at a particular retail outlet unless
the Secretary has provided notice to the retailer of
all previous violations at that outlet;

(4) establishing a period of time during which,
if there are no violations by a particular retail out-
let, that outlet will not considered to have been the
site of repeated violations when the next violation oc-
curs; and

(5) providing that good faith reliance on false
identification does not constitute a violation of any
minimum age requirement for the sale of tobacco
products.

SEC. 103. CONSTRUCTION OF CURRENT REGULATIONS.

(a) IN GENERAL.—The final regulations promuleated
by the Secretary in the August 28, 1996, issue of the Fed-
eral Register (62 Fed. Reg. 44615-44618) and codified
at part 897 of title 21, Code of Federal Regulations, are
hereby deemed to be lawful and to have been lawfully pro-
muleated by the Secretary under chapter IX and section

701 of the Federal Food, Drug, and Cosmetic Act, as
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amended by this Act, and not under chapter V of the Fed-
eral Food, Drug, and Cosmetic Act. The provisions of part
897 that are not in effect on the date of enactment of
this Act shall take effect as in such part or upon such
later date as determined by the Secretary by order. The
Secretary shall amend the designation of authority in such
regulations in accordance with this subsection.

(b) LIMITATION ON ADVISORY OPINIONS.—As of the

date of enactment of this Act, the following documents
issued by the Food and Drug Administration shall not
constitute advisory opinions under section 10.85(d)(1) of
title 21, Code of Federal Regulations, except as they apply
to tobacco products, and shall not be cited by the Sec-
retary or the Food and Drug Administration as binding
precedent.

(1) The preamble to the proposed rule in the
document entitled “Regulations Restricting the Sale
and Distribution of Cigarettes and Smokeless To-
bacco Products to Protect Children and Adoles-
cents” (60 Fed. Rege. 41314-41372 (August 11,
1995)).

(2) The document entitled “Nicotine in Ciga-
rettes and Smokeless Tobacco Products is a Drug

and These Products Are Nicotine Delivery Devices
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Under the Federal Food, Drug, and Cosmetic Act;;

(60 Fed. Reg. 41453—41787 (August 11, 1995)).

(3) The preamble to the final rule in the docu-
ment entitled “Regulations Restricting the Sale and
Distribution of Cigarettes and Smokeless Tobacco to
Protect Children and Adolescents” (61 Fed. Reg.
44396-44615 (August 28, 1996)).

(4) The document entitled “Nicotine in Ciga-
rettes and Smokeless Tobacco is a Drug and These
Products are Nicotine Delivery Devices Under the
Federal Food, Drug, and Cosmetic Act; Jurisdie-
tional Determination; (61 Fed. Reg. 44619-45318
(August 28, 1996)).

TITLE II—REDUCTIONS IN
UNDERAGE TOBACCO USE
Subtitle A—Underage Use

201. FINDINGS.
The Congress finds the following:

(1) Reductions in the underage use of tobacco
products are ecritically important to the public
health.

(2) Achieving this critical public health goal can
be substantially furthered by increasing the price of
tobacco products to discourage underage use if re-

duction targets are not achieved and by creating fi-
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nancial incentives for manufacturers to discourage
youth from using their tobacco products.

(3) When reduction targets in underage use are
not achieved on an industry-wide basis, the price in-
creases that will result from an industry-wide assess-
ment will provide an additional deterrence to youth
tobacco use.

(4) Manufacturer-specific incentives that will be
imposed 1if reduction targets are not met by a manu-
facturer provide a strong incentive for each manu-
facturer to make all efforts to discourage youth use
of its brands and ensure the effectiveness of the in-
dustry-wide assessments.

202. PURPOSE.

This title is intended to ensure that, in the event that

other measures contained in this Act prove to be inad-

equate to produce substantial reductions in tobacco use

by minors, tobacco companies will pay additional assess-

ments. These additional assessments are designed to lower

youth tobacco consumption in a variety of ways: by trig-

cering further increases in the price of tobacco products,

by encouraging tobacco companies to work to meet statu-

tory targets for reductions in youth tobacco consumption,

and providing support for further reduction efforts.
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SEC. 203. GOALS FOR REDUCING UNDERAGE TOBACCO USE.

(a) GOALS.—As part of a comprehensive national to-
bacco control policy, the Secretary, working in cooperation
with State, Tribal, and local governments and the private
sector, shall take all actions under this Act necessary to
ensure that the required percentage reductions in under-
age use of tobacco products set forth in this title are
achieved.

(b) REQUIRED REDUCTIONS FOR CIGARETTES.—
With respect to cigarettes, the required percentage reduc-

tion in underage use, as set forth in section 204, means—

Required Percentage Reduction as a Percentage
of Base Incidence Percentage in Underage Ciga-
rette Use

Calendar Year After
Date of Enactment

Years 3 and 4 15 percent
Years 5 and 6 30 percent
Years 7, 8, and 9 50 percent
Year 10 and thereafter 60 percent

(¢) REQUIRED REDUCTIONS FOR SMOKELESS To-
BACCO.—With respect to smokeless tobacco products, the
required percentage reduction in underage use, as set

forth in section 204, means—

Required Percentage Reduction as a Percentage
of Base Incidence Percentage in Underage
Smokeless Tobacco Use

Calendar Year After
Date of Enactment

Years 3 and 4 12.5 percent
Years 5 and 6 25 percent
Years 7, 8, and 9 35 percent
Year 10 and thereafter 45 percent
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SEC. 204. LOOK-BACK ASSESSMENT.

(a) ANNUAL PERFORMANCE SURVEY.—DBeginning no
later than 1999 and annually thereafter the Secretary
shall conduct a survey, in accordance with the methodol-
ogy in subsection (d)(1), to determine—

(1) the percentage of all young individuals who

used a type of tobacco product within the past 30

days; and

(2) the percentage of young individuals who
identify each brand of each type of tobacco product
as the usual brand of that type smoked or used
within the past 30 days.

(b) ANNUAL DETERMINATION.—The Secretary shall
make an annual determination, based on the annual per-
formance survey conducted under subsection (a), of
whether the required percentage reductions in underage
use of tobacco products for a year have been achieved for
the year involved. The determination shall be based on the
annual percent prevalence of the use of tobacco products,
for the industry as a whole and of particular manufactur-
ers, by young individuals (as determined by the surveys
conducted by the Secretary) for the year involved as com-
pared to the base incidence percentages.

(¢) CONFIDENTIALITY OF DATA.—The Secretary
may conduct a survey relating to tobacco use involving mi-
nors. If the information collected in the course of conduct-
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ing the annual performance survey results in the individ-
ual supplying the information or described in it to be iden-
tifiable, the information may not be used for any purpose
other than the purpose for which it was supplied unless
that individual (or that individual’s guardian) consents to
its use for such other purpose. The information may not
be published or released in any other form if the individual
supplying the information or described in it is identifiable
unless that individual (or that individual’s guardian) con-
sents to its publication or release in other form.
(d) METHODOLGY .—
(1) IN GENERAL.—The survey required by sub-
section (a) shall—
(A) be based on a nationally representative
sample of young individuals;
(B) be a household-based, in person survey
(which may include computer-assisted tech-
nology);
(C) measure use of each type of tobacco
product within the past 30 days;
(D) identify the usual brand of each type
of tobacco product used within the past 30
days; and
(E) permit the calculation of the actual

percentage reductions in underage use of a type
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of tobacco product (or, in the case of the manu-
facturer-specific surcharge, the use of a type of
tobacco product of a manufacturer) based on
the point estimates of the percentage of young
individuals reporting use of a type of tobacco
product (or, in the case of the manufacturer-
specific surcharge, the use of a type of tobacco
product of a manufacturer) from the annual
performance survey.

(2) CRITERIA FOR DEEMING POINT ESTIMATES
CORRECT.—Point estimates under paragraph (1)(E)
are deemed conclusively to be correct and accurate
for calculating actual percentage reductions in un-
derage use of a type of tobacco product (or, in the
case of the manufacturer-specific surcharge, the use
of a type of tobacco product of a particular manu-
facturer) for the purpose of measuring compliance
with percent reduction targets and calculating sur-
charges provided that the precision of estimates
(based on sampling error) of the percentage of
yvoung individuals reporting use of a type of tobacco
product (or, in the case of the manufacturer-specific
surcharge, the use of a type of tobacco product of

a manufacturer) is such that the 95-percent con-
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fidence interval around such point estimates 1s no
more than plus or minus 1 percent.

(3) SURVEY DEEMED CORRECT, PROPER, AND
ACCURATE.—A survey using the methodology re-
quired by this subsection is deemed conclusively to
be proper, correct, and accurate for purposes of this
Act.

(4) SECRETARY MAY ADOPT DIFFERENT METH-
ODOLOGY.—The Secretary by notice and comment
rulemaking may adopt a survey methodology that is
different than the methodology described in para-
oraph (1) if the different methodology is at least as
statistically precise as that methodology.

()  INDUSTRY-WIDE  NON-ATTAINMENT  SUR-

CHARGES.—

(1) SECRETARY TO DETERMINE INDUSTRY-
WIDE NON-ATTAINMENT PERCENTAGE.—The Sec-
retary shall determine the industry-wide non-attain-
ment percentage for cigarettes and for smokeless to-
bacco for each calendar year.

(2) NON-ATTAINMENT SURCHARGE FOR CIGA-
RETTES.—For each calendar year in which the per-
centage reduction in underage use required by sec-
tion 203b) is not attained, the Secretary shall assess

a surcharge on cigarette manufacturers as follows:

S 1415 AMDT 2420



o o b~ W N P

10
11

108

If the non-attainment
percentage is:

The surcharge is:

Not more than 5 percent

More than 5% but not more
than 10%

More than 10%

More than 21.6%

$30,000,000 multiplied by the non-attainment
percentage

$400,000,000, plus $160,000,000 multiplied by
the non-attainment percentage in excess of 5%
but not in excess of 10%

$1,200,000,000, plus $240,000,000 multiplied by
the non-attainment percentage in excess of 10%
$4,000,000,000

(3) NON-ATTAINMENT SURCHARGE FOR SMOKE-

LESS TOBACCO.—For each year in which the per-

centage reduction in underage use required by sec-

tion 203¢) 1s not

attained, the Secretary shall assess

a surcharge on smokeless tobacco product manufac-

turers as follows:

If the non-attainment
pereentage is:

The surcharge is:

Not more than 5 percent

More than 5% but not more
than 10%

More than 10%

More than 21.6%

$8,000,000 multiplied by the non-attainment
percentage

$40,000,000, plus $16,000,000 multiplied by the
non-attainment percentage in excess of 5% but
not in excess of 10%

$120,000,000, plus $24,000,000 multiplied by
the non-attainment percentage in excess of 10%

$400,000,000

(4) STRICT LIABILITY; JOINT AND SEVERAL LI-

ABILITY.—Liability for any surcharge imposed under

subsection (e) shall be—

(A) striet hability; and

(B) joint and several liability—
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(1) among all cigarette manufacturers
for surcharges imposed under subsection
(e)(2); and
(11) among all smokeless tobacco man-
ufacturers for surcharges imposed under
subsection (e)(3).
(D) SURCHARGE LIABILITY AMONG MANUFAC-

TURERS.

A tobacco product manufacturer shall be
liable under this subsection to one or more other
manufacturers if the plaintiff tobacco product manu-
facturer establishes by a preponderance of the evi-
dence that the defendant tobacco product manufac-
turer, through its acts or omissions, was responsible
for a disproportionate share of the non-attainment
surcharge as compared to the responsibility of the
plaintiff manufacturer.

(6) EXEMPTIONS FOR SMALL MANUFACTUR-

(A) ALLOCATION BY MARKET SHARE.—
The Secretary shall make such allocations ac-
cording to each manufacturer’s share of the do-
mestic cigarette or domestic smokeless tobacco
market, as appropriate, in the year for which
the surcharge is being assessed, based on actual

Federal excise tax payments.
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(B) EXEMPTION.—In any year in which a
surcharge is being assessed, the Secretary shall
exempt from payment any tobacco product
manufacturer with less than 1 percent of the
domestic market share for a specific category of
tobacco product unless the Secretary finds that
the manufacturer’s products are used by under-
age individuals at a rate equal to or greater
than the manufacturer’s total market share for

the type of tobacco product.

(f) MANUFACTURER-SPECIFIC SURCHARGES.

(1) REQUIRED PERCENTAGE REDUCTIONS.—
Each manufacturer which manufactured a brand or
brands of tobacco product on or before the date of
the enactment of this Act shall reduce the percent-
age of young individuals who use such manufactur-
er’s brand or brands as their usual brand in accord-
ance with the required percentage reductions de-
scribed under subsections (b) (with respect to ciga-
rettes) and (¢ ) (with respect to smokeless tobacco).

(2) APPLICATION TO LESS POPULAR BRANDS.—
Each manufacturer which manufactured a brand or
brands of tobacco product on or before the date of
the enactment of this Act for which the base inci-

dence percentage is equal to or less than the de
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minimis level shall ensure that the percent preva-
lence of young individuals who use the manufactur-
er’s tobacco products as their usual brand remains
equal to or less than the de minimis level described

in paragraph (4).

(3) NEW ENTRANTS.—Each manufacturer of a
tobacco product which begins to manufacture a to-
bacco product after the date of the enactment of this
Act shall ensure that the percent prevalence of
yvoung individuals who use the manufacturer’s to-
bacco products as their usual brand is equal to or
less than the de minimis level.

(4) DE MINIMIS LEVEL DEFINED.—The de
minimis level is equal to 1 percent prevalence of the
use of each manufacturer’s brands of tobacco prod-
uct by young individuals (as determined on the basis
of the annual performance survey conducted by the
Secretary) for a year.

(5) TARGET REDUCTION LEVELS.—

(A) EXISTING MANUFACTURERS. For
purposes of this section, the target reduction
level for each type of tobacco product for a year
for a manufacturer is the product of the re-

quired percentage reduction for a type of to-

bacco product for a year and the manufacturers
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base incidence percentage for such tobacco
product.

(B) NEW MANUFACTURERS; MANUFACTUR-
ERS WITH LOW BASE INCIDENCE PERCENT-

AGES.

With respect to a manufacturer which
begins to manufacture a tobacco product after
the date of the enactment of this Act or a man-
ufacturer for which the baseline level as meas-
ured by the annual performance survey is equal
to or less than the de minimis level described in
paragraph (4), the base incidence percentage is
the de minimis level, and the required percent-
age reduction in underage use for a type of to-
bacco product with respect to a manufacturer
for a year shall be deemed to be the number of
percentage points necessary to reduce the ac-
tual percent prevalence of young individuals
identifying a brand of such tobacco product of
such manufacturer as the usual brand smoked
or used for such year to the de minimis level.
(6) SURCHARGE AMOUNT.—

(A) IN GENERAL.—If the Secretary deter-

mines that the required percentage reduction in
use of a type of tobacco product has not been

achieved by such manufacturer for a year, the
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Secretary shall impose a surcharge on such
manufacturer under this paragraph.

(B) AMOUNT.—The amount of the manu-
facturer-specific surcharge for a type of tobacco
product for a year under this paragraph is
$1,000, multiplied by the number of young indi-
viduals for which such firm is in noncompliance
with respect to its target reduction level.

(C) DETERMINATION OF NUMBER OF

YOUNG INDIVIDUALS.

For purposes of sub-
paragraph (B) the number of young individuals
for which a manufacturer is in noncompliance
for a year shall be determined by the Secretary
from the annual performance survey and shall
be calculated based on the estimated total num-
ber of young individuals in such year and the
actual percentage prevalence of young individ-
uals identifying a brand of such tobacco prod-
uct of such manufacturer as the usual brand
smoked or used in such year as compared to
such manufacturer’s target reduction level for
the year.

(7) DE MINIMIS RULE.—The Secretary may not

Impose a surcharge on a manufacturer for a type of

tobacco product for a year if the Secretary deter-
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mines that actual percent prevalence of young indi-
viduals identifying that manufacturer’s brands of
such tobacco product as the usual products smoked
or used for such year is less than 1 percent.

(¢) SURCHARGES TO BE ADJUSTED FOR INFLA-

TION.—

(1) IN GENERAL.—Beginning with the fourth
calendar year after the date of enactment of this
Act, each dollar amount in the tables in subsections
(e)(2), (e)(3), and (f)(6)(B) shall be increased by the
inflation adjustment.

(2) INFLATION ADJUSTMENT.—For purposes of
paragraph (1), the inflation adjustment for any cal-
endar year is the percentage (if any) by which—

(A) the CPI for the preceding calendar
year, exceeds
(B) the CPI for the calendar year 1998.

(3) CPI.—For purposes of paragraph (2), the
CPI for any calendar year is the average of the Con-
sumer Price Index for all-urban consumers published
by the Department of Liabor.

(4) ROUNDING.—If any increase determined
under paragraph (1) is not a multiple of $1,000, the
increase shall be rounded to the nearest multiple of

$1,000.
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(h) METHOD OF SURCHARGE ASSESSMENT.—The
Secretary shall assess a surcharge for a specific calendar
year on or before May 1 of the subsequent calendar year.
Surcharge payments shall be paid on or before July 1 of
the year in which they are assessed. The Secretary may
establish, by regulation, interest at a rate up to 3 times
the prevailing prime rate at the time the surcharge is as-
sessed, and additional charges in an amount up to 3 times
the surcharge, for late payment of the surcharge.

(1) BUSINESS EXPENSE DEDUCTION.—Any sur-
charge paid by a tobacco product manufacturer under this
section shall not be deductible as an ordinary and nec-
essary business expense or otherwise under the Internal
Revenue Code of 1986.

(j) ArrPEAL RIGIITS.

The amount of any surcharge
is committed to the sound diseretion of the Secretary and
shall be subject to judicial review by the United States
Court of Appeals for the District of Columbia Circuit,
based on the arbitrary and capricious standard of section
706(2)(A) of title 5, United States Code. Notwithstanding
any other provisions of law, no court shall have authority
to stay any surcharge payments due the Secretary under

this Act pending judicial review.

(k) RESPONSIBILITY FOR AGENTS.—In any action

brought under this subsection, a tobacco product manufac-

S 1415 AMDT 2420



© 00O N O 0o B~ W N PP

N N N DN P P P PR R R
w N B O © 0O N O O A W N B O

116

turer shall be held responsible for any act or omission of
its attorneys, advertising agencies, or other agents that
contributed to that manufacturer’s responsibility for the
surcharge assessed under this section.
SEC. 205. DEFINITIONS.

In this subtitle:

(1) BASE INCIDENCE PERCENTAGE.—The term
“base incidence percentage’” means, with respect to
cach type of tobacco product, the percentage of
yvoung individuals determined to have used such to-
bacco product in the first annual performance survey
for 1999.

(2) MANUFACTURERS BASE INCIDENCE PER-
CENTAGE.—The term “manufacturers base incidence
percentage’” is, with respect to each type of tobacco
product, the percentage of young individuals deter-
mined to have identified a brand of such tobacco
product of such manufacturer as the usual brand
smoked or used in the first annual performance sur-
vey for 1999.

(3) YOouNG INDIVIDUALS.—The term ‘‘young
individuals” means individuals who are over 11

vears of age and under 18 years of age.
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(4) CIGARETTE MANUFACTURERS.—The term

)

“cigarette manufacturers” means manufacturers of
cigarettes sold in the United States.

(5) NON-ATTAINMENT PERCENTAGE FOR CIGA-

RETTES.—The term ‘“‘non-attainment percentage for
cigarettes” means the number of percentage points
vielded—

(A) for a calendar year in which the per-
cent incidence of underage use of cigarettes is
less than the base incidence percentage, by sub-
tracting—

(i) the percentage by which the per-
cent incidence of underage use of ciga-
rettes in that year is less than the base in-
cidence percentage, from

(1) the required percentage reduction
applicable in that year; and
(B) for a calendar year in which the per-

cent incidence of underage use of cigarettes is
oreater than the base incidence percentage,
adding—

(1) the percentage by which the per-
cent incidence of underage use of ciga-
rettes in that year is greater than the base

incidence percentage; and
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(11) the required percentage reduction
applicable in that year.

(6)  NON-ATTAINMENT  PERCENTAGE  FOR

SMOKELESS TOBACCO PRODUCTS.—The term “non-
attainment percentage for smokeless tobacco prod-
ucts” means the number of percentage points yield-

ed

(A) for a calendar year in which the per-
cent incidence of underage use of smokeless to-
bacco products is less than the base incidence
percentage, by subtracting—

(i) the percentage by which the per-
cent incidence of underage use of smoke-
less tobacco products in that year is less
than the base incidence percentage, from

(11) the required percentage reduction
applicable in that year; and
(B) for a calendar year in which the per-

cent incidence of underage use of smokeless to-
bacco products is greater than the base inci-
dence percentage, by adding—

(i) the percentage by which the per-
cent incidence of underage use of smoke-
less tobacco products in that year is great-

er than the base incidence percentage; and
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(i1) the required percentage reduction
applicable in that year.
(7) SMOKELESS TOBACCO PRODUCT MANUFAC-

TURERS.—The term ‘“‘smokeless tobacco product

manufacturers” means manufacturers of smokeless
tobacco products sold in the United States.
Subtitle B—State Retail Licensing
and Enforcement Incentives
SEC. 231. STATE RETAIL LICENSING AND ENFORCEMENT
BLOCK GRANTS.

(a) IN GENERAL.—The Secretary shall make State
retail licensing and enforcement block grants in accord-
ance with the provisions of this section. There are author-
ized to be appropriated to the Secretary from the National
Tobacco Trust Fund $200,000,000 for each fiscal year to
carry out the provisions of this section.

(b) REQUIREMENTS.

(1) ESTABLISHMENT.—The Secretary shall pro-
vide a block grant, based on population, under this
subtitle to each State that has in effect a law that—

(A) provides for the licensing of entities
engaged n the sale or distribution of tobacco

products directly to consumers;
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(B) makes it illegal to sell or distribute to-
bacco products to individuals under 18 years of
age; and

(C) meets the standards described in this
section.

(2) STATE AGREEMENT REQUIRED.—In order

(A) shall enter into an agreement with the
Secretary to assume responsibilities for the im-
plementation and enforcement of a tobacco re-
tailer licensing program;

(B) shall prohibit retailers from selling or
otherwise distributing tobacco products to indi-
viduals under 18 years of age in accordance
with the Youth Access Restrictions regulations
promulgated by the Secretary (21 C.F.R.
897.14(a) and (b));

(C) shall make available to appropriate
Federal agencies designated by the Secretary
requested information concerning retail estab-
lishments involved in the sale or distribution of
tobacco produets to consumers; and

(D) shall establish to the satisfaction of
the Secretary that it has a law or regulation

that includes the following:
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(1) LICENSURE; SOURCES; AND NO-
TICE.—A requirement for a State license
for cach retail establishment involved in
the sale or distribution of tobacco products
to consumers. A requirement that a retail
establishment may purchase tobacco prod-
ucts only from Federally-licensed manufac-
turers, importers, or wholesalers. A pro-
oram under which notice 1s provided to
such establishments and their employees of
all licensing requirements and responsibil-
ities under State and Federal law relating
to the retail distribution of tobacco prod-
ucts.

(i1) PENALTIES.

(I)  CrRMINAL.—Criminal  pen-
alties for the sale or distribution of to-
bacco products to a consumer without
a license.

(IT) CrviL.—Civil penalties for
the sale or distribution of tobacco
products in violation of State law, in-
cluding graduated fines and suspen-
sion or revocation of licenses for re-

peated violations.
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(ITI)  OTHER.—Other programs,
including such measures as fines, sus-
pension of driver’s license privileges,
or community service requirements,
for underage youths who possess, pur-
chase, or attempt to purchase tobacco
products.

(1) JUDICIAL REVIEW.—Judicial re-
view procedures for an action of the State
suspending, revoking, denying, or refusing
to renew any license under its program.

(¢) ENFORCEMENT.—

(1) UNDERTAKING.—Each State that receives a
erant under this subtitle shall undertake to enforce
compliance with its tobacco retailing licensing pro-
oram in a manner that can reasonably be expected
to reduce the sale and distribution of tobacco prod-
ucts to individuals under 18 years of age. If the See-
retary determines that a State is not enforcing the
law in accordance with such an undertaking, the
Secretary may withhold a portion of any unobligated
funds under this section otherwise payable to that

State.
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(2) ACTIVITIES AND REPORTS REGARDING EN-
FORCEMENT.—A State that receives a grant under
this subtitle shall—

(A) econduct monthly random, unannounced
inspections of sales or distribution outlets in the
State to ensure compliance with a law prohibit-
ing sales of tobacco products to individuals
under 18 years of age;

(B) annually submit to the Secretary a re-
port describing in detail—

(1) the activities carried out by the
State to enforce underage access laws dur-
ing the fiscal year;

(i1) the extent of success the State has
achieved in reducing the availability of to-
bacco products to individuals under the
age of 18 years;

(ii1) how the inspections described in
subparagraph (A) were conducted and the
methods used to identify outlets, with ap-
propriate protection for the confidentiality
of information regarding the timing of in-
spections and other investigative tech-
niques whose effectiveness depends on con-

tinued confidentiality; and
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(iv) the identity of the single State
agency designated by the Governor of the
State to be responsible for the implementa-
tion of the requirements of this section.

In-

(3) MINIMUM INSPECTION STANDARDS.
spections conducted by the State shall be conducted
by the State in such a way as to ensure a scientif-
ically sound estimate (with a 95 percent confidence
interval that such estimates are accurate to within
plus or minus 3 percentage points), using an accu-
rate list of retail establishments throughout the
State. Such inspections shall cover a range of outlets
(not preselected on the basis of prior violations) to
measure overall levels of compliance as well as to
identify violations. The sample must reflect the dis-
tribution of the population under the age of 18 years
throughout the State and the distribution of the out-
lets throughout the State accessible to youth. Except
as provided in this paragraph, any reports required
by this paragraph shall be made public. As used in
this paragraph, the term “outlet’ refers to any loca-
tion that sells at retail or otherwise distributes to-
bacco products to consumers, including to locations
that sell such products over-the-counter.

(d) NONCOMPLIANCE.—

S 1415 AMDT 2420



© 00O N O 0o B~ W N PP

N N N DN P B R R R R R R R e
W N P O © 0 N OO 00 »h W N B O

24
25

125

(1) INSPECTIONS.

The Secretary shall with-
hold from any State that fails to meet the require-
ments of subsection (b) in any calendar year an
amount equal to 5 percent of the amount otherwise
payable under this subtitle to that State for the next
fiscal year.

(2) COMPLIANCE RATE.—The Secretary shall
withhold from any State that fails to demonstrate a
compliance rate of—

(A) at least the annual compliance targets
that were negotiated with the Secretary under
section 1926 of the Public Health Service Aect
(42 U.S.C. 300x

26) as such section was in

effect before its repeal by this Act through the
third fiscal year after the date of enactment of
this Act;

(B) at least 80 percent in the fourth fiscal
year after such date;

(C) at least 85 percent in the fifth and
sixth fiscal years after such date; and

(D) at least 90 percent in every fiscal year
beginning with the seventh fiscal year after
such date,

an amount equal to one percentage point for ecach

percentage point by which the State failed to meet
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the percentage set forth in this subsection for that
year from the amount otherwise payable under this
subtitle for that fiscal year.

(¢) RELEASE AND DISBURSEMENT.—

(1) Upon notice from the Secretary that an
amount payable under this section has been ordered
withheld under subsection (d), a State may petition
the Secretary for a release and disbursement of up
to 75 percent of the amount withheld, and shall give
timely written notice of such petition to the attorney
ceneral of that State and to all tobacco product
manufacturers.

(2) The agency shall conduct a hearing on such
a petition, in which the attorney general of the State
may participate and be heard.

(3) The burden shall be on the State to prove,
by a preponderance of the evidence, that the release
and disbursement should be made. The Secretary’s
decision on whether to grant such a release, and the
amount of any such disbursement, shall be based on
whether—

(A) the State presents scientifically sound
survey data showing that the State is making

significant progress toward reducing the use of
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tobacco products by individuals who have not

attained the age of 18 years;

(B) the State presents scientifically-based
data showing that it has progressively decreased
the availability of tobacco products to such indi-
viduals;

(C) the State has acted in good faith and
in full compliance with this Act, and any rules
or regulations promulgated under this Act;

(D) the State provides evidence that it
plans to improve enforcement of these laws in
the next fiscal year; and

(E) any other relevant evidence.

(4) A State is entitled to interest on any with-
held amount released at the average United States
52-Week Treasury Bill rate for the period between
the withholding of the amount and its release.

(5) Any State attorney general or tobacco product
manufacturer agerieved by a final decision on a peti-
tion filed under this subsection may seek judicial re-
view of such decision within 30 days in the United
States Court of Appeals for the District of Columbia
Jircuit. Unless otherwise specified in this Act, judi-

clal review under this section shall be governed by
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sections 701 through 706 of title 5, United States

Jode.

(6) No stay or other injunctive relief enjoining
a reduction in a State’s allotment pending appeal or
otherwise may be granted by the Secretary or any
court.
(f) NON-PARTICIPATING STATES LICENSING RE-

For retailers in States which have not es-

QUIREMENTS.
tablished a licensing program under subsection (a), the
Secretary shall promulgate regulations establishing Fed-
eral retail licensing for retailers engaged in tobacco sales
to consumers in those States. The Secretary may enter
into agreements with States for the enforcement of those
regulations. A State that enters into such an agreement
shall receive a grant under this section to reimburse it for
costs incurred in carrying out that agreement.

(2) DEFINITION.—For the purposes of this section,
the term ““first applicable fiscal year” means the first fis-
cal year beginning after the fiscal year in which funding
is made available to the States under this section.

SEC. 232. BLOCK GRANTS FOR COMPLIANCE BONUSES.

(a) IN GENERAL.—The Secretary shall make block
erants to States determined to be eligible under subsection
(b) in accordance with the provisions of this section. There

are authorized to be appropriated to the Secretary from
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1 the National Tobacco Trust Fund $100,000,000 for each

2 fiscal year to carry out the provisions of this section.

3 (b) ELIGIBLE STATES.

To be eligible to receive a

4 orant under subsection (a), a State shall—

5 (1) prepare and submit to the Secretary an ap-
6 plication, at such time, in such manner, and contain-
7 ing such information as the Secretary may require;
8 and

9 (2) with respect to the year involved, dem-
10 onstrate to the satisfaction of the Secretary that
11 fewer than 5 percent of all individuals under 18
12 yvears of age who attempt to purchase tobacco prod-
13 ucts in the State in such year are successful in such
14 purchase.

15 (¢) PAYyouT.—

16 (1) PAYMENT TO STATE—If one or more
17 States are eligible to receive a grant under this sec-
18 tion for any fiscal year, the amount payable for that
19 fiscal year shall be apportioned among such eligible
20 States on the basis of population.

21 (2) YEAR IN WHICH NO STATE RECEIVES
22 GRANT.—If in any fiscal year no State is eligible to
23 receive a grant under this section, then the Sec-
24 retary may use not more than 25 percent of the
25 amount appropriated to carry out this section for
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that fiscal year to support efforts to improve State
and local enforcement of laws regulating the use,
sale, and distribution of tobacco products to individ-
uals under the age of 18 years.

(3) AMOUNTS AVAILABLE WITHOUT FISCAL
YEAR LIMITATION.—Any amount appropriated under
this section remaining unexpended and unobligated
at the end of a fiscal year shall remain available for
obligation and expenditure in the following fiscal
year.

233. CONFORMING CHANGE.

Section 1926 of the Public Health Service Act (42

U.S.C. 300x—26) is hereby repealed.
Subtitle C—Tobacco Use Preven-

SEC.

tion and Cessation Initiatives
261. TOBACCO USE PREVENTION AND CESSATION INI-
TIATIVES.

Title XIX of the Public Health Service Act (42

U.S.C. 300w et seq.) is amended by adding at the end

the following:
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“PART D—ToBACCO USE PREVENTION AND CESSATION
INITIATIVES
“SUBPART [—CESSATION AND COMMUNITY-BASED
PREVENTION BLOCK GRANTS
“SEC. 1981. FUNDING FROM TOBACCO SETTLEMENT TRUST
FUND.

“(a) IN GENERAL.—From amounts contained in the
Public Health Allocation Account under section
451(b)(2)(A) and (C) of the National Tobacco Policy and
Youth Smoking Reduction Act for a fiscal year, there are
authorized to be appropriated (under subsection (d) of
such section) to carry out this subpart—

“(1) for cessation activities, the amounts appro-
priated under section 451(b)(2)(A); and
“(2) for prevention and education activities, the

amounts appropriated under section 451(b)(2)(C).

“(b) NATIONAL ACTIVITIES.
“(1) Not more than 10 percent of the amount
made available for any fiscal year under subsection
(a) shall be made available to the Secretary to carry
out activities under section 1981B and 1981D(d).
“(2) Not more than 10 percent of the amount
available for any fiscal year under subsection (a)(1)
shall be available to the Secretary to carry out ac-

tivities under section 1981D(d).
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“SEC. 1981A. ALLOTMENTS.

“(a) AMOUNT.—

“(1) IN GENERAL.—From the amount made
available under section 1981 for any fiscal year the
Secretary, acting through the Director of the Cen-
ters for Disease Control and Prevention (referred to
in this subpart as the ‘Director’), shall allot to each
State an amount based on a formula to be developed
by the Secretary that is based on the tobacco pre-
vention and cessation needs of each State including
the needs of the State’s minority populations.

“(2) MiNniMUM AMOUNT.—In determining the
amount of allotments under paragraph (1), the Sec-
retary shall ensure that no State receives less than
2 of 1 percent of the amount available under sec-
tion 1981(a) for the fiscal year involved.

“(b) REALLOTMENT.—To the extent that amounts

made available under section 1981 for a fiscal year are

not otherwise allotted to States because—

“(1) 1 or more States have not submitted an
application or description of activities in accordance
with section 1981D for the fiscal year;

“(2) 1 or more States have notified the Sec-
retary that they do not intend to use the full amount

of their allotment; or
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“(3) the Secretary has determined that the

State is not in compliance with this subpart, and

therefore 1s subject to penalties under section
1981D(g);

such excess amount shall be reallotted among each of the

remaining States in proportion to the amount otherwise

allotted to such States for the fiscal year involved without

regard to this subsection.

“(¢) PAYMENTS.

“(1) IN  GENERAL.—The Secretary, acting
through the Director of the Centers for Disease
Control and Prevention, shall utilize the funds made
available under this section to make payments to
States under allotments under this subpart as pro-
vided for under section 203 of the Intergovernmental

Cooperation Act of 1968.

“(2) FEDERAL GRANTEES.—From amounts
available under section 1981(b)(2), the Secretary
may make grants, or supplement existing grants, to
entities eligible for funds under the programs de-
scribed 1n section 1981C(d)(1) and (10) to enable
such entities to carry out smoking cessation activi-

ties under this subpart, except not less than 25 per-

cent of this amount shall be used for the program

described 1 1981C(d)(6).
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“(3) AVAILABILITY OF FUNDS.

Any amount
paid to a State for a fiscal year under this subpart
and remaining unobligated at the end of such year
shall remain available to such State for the next fis-
cal year for the purposes for which such payment

was made.

“(d) REGULATIONS.—Not later than 9 months after
the date of enactment of this part, the Secretary shall pro-
mulgate regulations to implement this subpart. This sub-
part shall take effect regardless of the date on which such
regulations are promulgated.
“SEC. 1981B. TECHNICAL ASSISTANCE AND PROVISION OF
SUPPLIES AND SERVICES IN LIEU OF FUNDS.
“(a) TECHNICAL ASSISTANCE.—The Secretary, act-
ing through the Director of the Centers for Disease Con-
trol and Prevention, shall, without charge to a State re-
ceiving an allotment under section 1981A, provide to such
State (or to any public or nonprofit private entity within
the State) technical assistance and training with respect
to the planning, development, operation, and evaluation of
any program or service carried out pursuant to the pro-
eram involved. The Secretary may provide such technical
assistance or training directly, through contract, or

through grants.
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“(b) PROVISION OF SUPPLIES AND SERVICE IN LLIEU

OF GRANT FUNDS.

The Secretary, at the request of a
State, may reduce the amount of payments to the State

under section 1981A(c) by:

“(1) the fair market value of any supplies or
equipment furnished by the Secretary to the State;
and

“(2) the amount of the pay, allowances, and
travel expenses of any officer or employee of the
Federal Government when detailed to the State and
the amount of any other costs incurred in connection
with the detail of such officer or employee;

when the furnishing of such supplies or equipment or the
detail of such an officer or employee is for the convenience
of and at the request of the State and for the purpose
of conducting activities desceribed in section 1981C. The
amount by which any payment is so reduced shall be avail-
able for payment by the Secretary of the costs incurred
in furnishing the supplies or equipment or in detailing the
personnel, on which reduction of the payment is based,
and the amount shall be deemed to be part of the payment

and shall be deemed to have been paid to the State.
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“SEC. 1981C. PERMITTED USERS OF CESSATION BLOCK

GRANTS AND OF COMMUNITY-BASED PRE-
VENTION BLOCK GRANTS.

“(a) ToBACCO USE CESSATION ACTIVITIES.

Except

as provided in subsections (d) and (e), amounts described
in subsection (a)(1) may be used for the following:

“(1) Ewidence-based cessation activities de-

seribed in the plan of the State, submitted in accord-

ance with section 1981D, including—

“(A) evidence-based programs designed to
assist individuals, especially young people and
minorities who have been targeted by tobacco
product manufacturers, to quit their use of to-
bacco products;

“(B) training in cessation intervention
methods for health plans and health profes-
sionals, Including physicians, nurses, dentists,
health educators, public health professionals,
and other health care providers;

“(C) programs to encourage health insur-
ers and health plans to provide coverage for evi-
dence-based tobacco use cessation interventions
and therapies, except that the use of any funds
under this clause to offset the cost of providing
a smoking cessation benefit shall be on a tem-

porary demonstration basis only;
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“(b) STATE AND COMMUNITY ACTION ACTIVITIES.

137

“(D) culturally and linguistically appro-
priate programs targeted toward minority and
low-income individuals, individuals residing in
medically underserved areas, uninsured individ-
uals, and pregnant women;

“(E) programs to encourage employer-
based wellness programs to provide evidence-
based tobacco use cessation intervention and
therapies; and

“(F) programs that target populations
whose smoking rate is disproportionately high
in comparison to the smoking rate population-
wide in the State.

“(2) Planning, administration, and educational

activities related to the activities described in para-

eraph (1).

“(3) The monitoring and evaluation of activities

carried out under paragraphs (1) and (2), and re-
porting and disseminating resulting information to

health professionals and the public.

“(4) Targeted pilot programs with evaluation

components to encourage imnovation and experimen-

tation with new methodologies.

25 Except as provided in subsections (d) and (e), amounts
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1 desecribed in subsection (a)(2) may be used for the follow-

2 ing:

3
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“(1) Ewvidence-based activities for tobacco use

prevention and control described in the plan of the
State, submitted in accordance with section 1981D),

including—

“(A) State and community initiatives;

“(B) community-based prevention pro-
orams, similar to programs currently funded by
NIH;

“(C) programs focused on those popu-
lations within the community that are most at
risk to use tobacco products or that have been
targeted by tobacco advertising or marketing;

“(D) school programs to prevent and re-
duce tobacco use and addiction, including school
programs focused in those regions of the State
with high smoking rates and targeted at popu-
lations most at risk to start smoking;

“(E) culturally and linguistically appro-
priate initiatives targeted towards minority and
low-income individuals, individuals residing in
medically underserved areas, and women of

child-bearing age;
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“(F) the development and implementation
of tobacco-related public health and health pro-
motion campaigns and public policy initiatives;

“(() assistance to local governmental enti-
ties within the State to conduct appropriate
anti-tobacco activities.

“(H) strategies to ensure that the State’s
smoking prevention activities include minority,
low-income, and other undeserved populations;
and

“(I) programs that target populations
whose smoking rate is disproportionately high
in comparison to the smoking rate population-
wide in the State.

“(2) Planning, administration, and educational
activities related to the activities described in para-
oraph (1).

“(3) The monitoring and evaluation of activities
carried out under paragraphs (1) and (2), and re-
porting and disseminating resulting information to
health professionals and the publie.

“(4) Targeted pilot programs with evaluation
components to encourage innovation and experimen-

tation with new methodologies.
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“(¢) COORDINATION.—Tobacco use cessation and
community-based prevention activities permitted under

subsections (b) and (¢) may be conducted in conjunction

with recipients of other Federally—funded programs with-
in the State, including—

“(1) the special supplemental food program
under section 17 of the Child Nutrition Act of 1966
(42 U.S.C. 1786);

“(2) the Maternal and Child Health Services
Block Grant program under title V of the Social Se-
curity Act (42 U.S.C. 701 et seq.);

“(3) the State Children’s Health Insurance
Program of the State under title XXI of the Social
Security Act (42 U.S.C. 13397aa et seq.);

“(4) the school lunch program under the Na-
tional School Liunch Act (42 U.S.C. 1751 et seq.);

“(5) an Indian Health Service Program;

“(6) the community, migrant, and homeless
health centers program under section 330 of the
Public Health Service Act (42 U.S.C. 254b);

“(7) state-initiated smoking cessation programs
that include provisions for reimbursing individuals
for medications or therapeutic techniques;

“(8) the substance abuse and mental health

services block grant program, and the preventive
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health services block grant program, under title XIX
of the Public Health Service Act (42 U.S.C. 300w
et seq.);

“(9) the Medicaid program under title XIX of
the Social Security Act (42 U.S.C. 1396 et seq.);
and

“(10) programs administered by the Depart-
ment of Defense and the Department of Veterans
Affairs.

“(d) LIMITATION.—A State may not use amounts

paid to the State under section 1981A(¢) to—

“(1) make cash payments except with appro-
priate documentation to intended recipients of to-
bacco use cessation services;

“(2) fund educational, recreational, or health
activities not based on scientific evidence that the
activity will prevent smoking or lead to success of
cessation efforts

“(3) purchase or improve land, purchase, con-
struct, or permanently improve (other than minor
remodeling) any building or other facility, or pur-
chase major medical equipment;

“(4) satisfy any requirement for the expendi-
ture of non-Federal funds as a condition of the re-

ceipt of Federal funds; or
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“(5) provide financial assistance to any entity
other than a public or nonprofit private entity or a
private entity consistent with subsection (b)(1)(C).

This subsection shall not apply to the support of targeted
pilot programs that use innovative and experimental new
methodologies and include an evaluation component.

“(e) ADMINISTRATION.—Not more than 5 percent of
the allotment of a State for a fiscal year under this sub-
part may be used by the State to administer the funds
paid to the State under section 1981A(¢). The State shall
pay from non-Federal sources the remaining costs of ad-
ministering such funds.

“SEC. 1981D. ADMINISTRATIVE PROVISIONS.

“(a) APPLICATION.—The Secretary may make pay-
ments under section 1981A(e) to a State for a fiscal year
only if—

“(1) the State submits to the Secretary an ap-
plication, in such form and by such date as the Sec-
retary may require, for such payments;

“(2) the application contains a State plan pre-
pared in a manner consistent with section 1905(b)
and 1n accordance with tobacco-related guidelines

promuleated by the Secretary;
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“(3) the application contains a certification that

is consistent with the certification required under

section 1905(¢); and

“(4) the application contains such assurances

as the Secretary may require regarding the compli-

ance of the State with the requirements of this sub-

part

(including assurances regarding compliance

with the agreements described in subsection (¢)).

“(b) STATE PrLAN.—A State plan under subsection

(a)(2) shall be developed in a manner consistent with the

plan developed under section 1905(b) except that such

plan—

tion

“(1) with respect to activities deseribed in sec-
1981C(b)—

“(A) shall provide for tobacco use cessation
intervention and treatment consistent with the
tobacco use cessation guidelines issued by the
Agency for Health Care Policy and Research, or
another evidence-based guideline approved by
the Secretary, or treatments using drugs,
human biological products, or medical devices
approved by the Food and Drug Administra-
tion, or otherwise legally marketed under the
Federal Food, Drug and Cosmetic Act for use

as tobacco use cessation therapies or aids;
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1 “(B) may, to encourage innovation and ex-
2 perimentation with new methodologies, provide
3 for or may include a targeted pilot program
4 with an evaluation component;

5 “(C) shall provide for training in tobacco
6 use cessation intervention methods for health
7 plans and health professionals, including physi-
8 clans, nurses, dentists, health educators, public
9 health professionals, and other health care pro-
10 viders;
11 “(D) shall ensure access to tobacco use
12 cessation programs for rural and underserved
13 populations;
14 “(E) shall recognize that some individuals
15 may require more than one attempt for success-
16 ful cessation; and
17 “(F) shall be tailored to the needs of spe-
18 cific populations, including minority popu-
19 lations; and
20 “(2) with respect to State and community-based
21 prevention activities described in section 1981C(e),
22 shall specify the activities authorized under such sec-
23 tion that the State intends to carry out.
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“(¢) CERTIFICATION.—The certification referred to
in subsection (a)(3) shall be consistent with the certifi-
cation required under section 1905(¢), except that
“(1) the State shall agree to expend payments
under section 1981A(c¢) only for the activities au-
thorized in section 1981C;
“(2) paragraphs (9) and (10) of such section
shall not apply; and
“(3) the State is encouraged to establish an ad-
visory committee in accordance with section 1981E.

“(d) REPORTS, DATA, AND AUDITS.

The provisions
of section 1906 shall apply with respect to a State that
receives payments under section 1981A(¢) and be applied
in a manner consistent with the manner in which such
provisions are applied to a State under part, except that
the data sets referred to in section 1905(a)(2) shall be
developed for uniformly defining levels of youth and adult
use of tobacco products, including uniform data for racial
and ethnic groups, for use in the reports required under
this subpart.

“(e) WITHHoLDING.—The provisions of 1907 shall
apply with respect to a State that receives payments under
section 1981A(c) and be applied in a manner consistent
with the manner in which such provisions are applied to

a State under part A.
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“(f) NONDISCRIMINATION.—The provisions of 1908
shall apply with respect to a State that receives payments
under section 1981A(¢) and be applied in a manner con-
sistent with the manner in which such provisions are ap-
plied to a State under part A.

“(g) CRIMINAL PENALTIES.—The provisions of 1909
shall apply with respect to a State that receives payments
under section 1981A(¢) and be applied in a manner con-
sistent with the manner in which such provisions are ap-
plied to a State under part A.

“SEC. 1981E. STATE ADVISORY COMMITTEE.

“(a) IN  GENERAL.—For purposes of sections
1981D(¢)(3), an advisory committee is in accordance with
this section if such committee meets the conditions de-

seribed in this subsection.

“(b) DuTiEs.—The recommended duties of the com-
mittee are—
“(1) to hold public hearings on the State plans
required under sections 1981D; and
“(2) to make recommendations under this sub-
part regarding the development and implementation
of such plans, including recommendations on—

“(A) the conduct of assessments under the

plans;
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“(B) which of the activities authorized in
section 1981C should be carried out in the
State;

“(C) the allocation of payments made to
the State under section 1981A(¢);

“(D) the coordination of activities carried
out under such plans with relevant programs of
other entities; and

“(E) the collection and reporting of data in
accordance with section 1981D.

“(¢) COMPOSITION.—

“(1) IN GENERAL.—The recommended composi-
tion of the advisory committee is members of the
general publie, such officials of the health depart-
ments of political subdivisions of the State, public
health professionals, teenagers, minorities, and such
experts in tobacco product research as may be nec-
essary to provide adequate representation of the gen-
eral public and of such health departments, and that
members of the committee shall be subject to the
provisions of sections 201, 202, and 203 of title 18,
United States Code.

“(2) REPRESENTATIVES.

With respect to com-
pliance with paragraph (1), the membership of the

advisory committee may include representatives of
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1 community-based organizations (including minority
2 community-based organizations), schools of public
3 health, and entities to which the State involved
4 awards grants or contracts to carry out activities au-
5 thorized under section 1981C.

6 “SUBPART II—TOBACCO-FREE COUNTER-ADVERTISING
7 PROGRAMS

8 “SEC. 1982. FEDERAL-STATE COUNTER-ADVERTISING PRO-
9 GRAMS.

10 “(a) NATIONAL CAMPAIGN.—

11 “(1) IN GENERAL.—The Secretary shall con-
12 duct a national campaign to reduce tobacco usage
13 through media-based (such as counter-advertising
14 campaigns) and nonmedia-based education, preven-
15 tion and cessation campaigns designed to discourage
16 the use of tobacco products by individuals, to en-
17 courage those who use such products to quit, and to
18 educate the public about the hazards of exposure to
19 environmental tobacco smoke.

20 “(2) REQUIREMENTS.—The national campaign
21 under paragraph (1) shall—

22 “(A) target those populations that have
23 been targeted by tobacco industry advertising
24 using culturally and linguistically appropriate
25 means;
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“(B) include a research and evaluation
component; and
“(C) be designed in a manner that permits
the campaign to be modified for use at the
State or local level.
“(b) ESTABLISHMENT OF AN ADVISORY BOARD.—

“(1) IN GENERAL.—The Secretary shall estab-
lish a board to be known as the ‘National Tobacco
Free Education Advisory Board’ (referred to in this
section as the ‘Board’) to evaluate and provide long
range planning for the development and -effective
dissemination of public informational and edu-
cational campaigns and other activities that are part
of the campaign under subsection (a).

“(2) CoMPOSITION.—The Board shall be com-
posed of—

“(A) 9 non-Federal members to be ap-
pointed by the President, after consultation and
agreement with the Majority and Minority
Leaders of the Senate and the Speaker and Mi-
nority Lieader of the Health or Representatives,
of which—

“(1) at least 3 such members shall be

individuals who are widely recognized by
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the general public for cultural, educational,
behavioral science or medical achievement;

“(11) at least 3 of whom shall be indi-
viduals who hold positions of leadership in
major public health organizations, includ-
ing minority public health organizations;
and

“(111) at least 3 of whom shall be indi-
viduals recognized as experts in the field of
advertising and marketing, of which—

“(I) 1 member shall have specific
expertise in advertising and marketing
to children and teens; and

“(IT) 1 member shall have exper-
tise in marketing research and evalua-
tion; and

“(B) the Surgeon General, the Director of
the Centers for Disease Control and Prevention,
or their designees, shall serve as an ex officio
members of the Board.

“(3) TERMS AND VACANCIES.—The members of

the Board shall serve for a term of 3 years. Such
terms shall be stageered as determined appropriate
at the time of appointment by the Secretary. Any

vacancy 1n the Board shall not affect its powers, but
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shall be filled in the same manner as the original ap-
pointment.

“(4) TRAVEL EXPENSES.—The members of the
Board shall be allowed travel expenses, including per
diem in lieu of subsistence, at rates authorized for
employees of agencies under subchapter I of chapter
57 of title 5, United States Code, while away from
their homes or regular places of business in the per-

formance of services for the Board.

“(5) AWARDS.—In carrying out subsection (a),
the Secretary may—

“(A) enter into contracts with or award
erants to eligible entities to develop messages
and campaigns designed to prevent and reduce
the use of tobacco products that are based on
effective strategies to affect behavioral changes
in children and other targeted populations, in-
cluding minority populations;

“(B) enter into contracts with or award
orants to eligible entities to carry out public in-
formational and educational activities designed

to reduce the use of tobacco products;

“(6) POWERS AND DUTIES.—The Board may—
“(A) hold such hearings, sit and act at

such times and places, take such testimony, and
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receive such evidence as the Board considers
advisable to carry out the purposes of this sec-
tion; and
“(B) secure directly from any Kederal de-
partment or agency such information as the
Board considers necessary to carry out the pro-

visions of this section.

“(¢) EricBILITY.—To be eligible to receive funding

under this section an entity shall—

“(1) be a—

“(A) public entity or a State health depart-
ment; or

“(B) private or nonprofit private entity
that—

“(1)(I) 1s not affiliated with a tobacco
product manufacturer or importer;

“(II) has a demonstrated record of
working effectively to reduce tobacco prod-
uct use; or

“(III) has expertise in conducting a
multi-media  communications campaign;
and

“(11) has expertise in developing strat-

egies that affect behavioral changes in chil-
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dren and other targeted populations, in-
cluding minority populations;

“(2) prepare and submit to the Secretary an
application at such time, in such manner, and con-
taining such information as the Secretary may re-
quire, including a description of the activities to be
conducted using amounts received under the grant
or contract;

“(3) provide assurances that amounts received
under this section will be used in accordance with
subsection (¢); and

“(4) meet any other requirements determined

appropriate by the Secretary.

“(d) USE oF FUNDS.—An entity that receives funds
under this section shall use amounts provided under the
erant or contract to conduct multi-media and non-media
public educational, informational, marketing and pro-
motional campaigns that are designed to discourage and
de-glamorize the use of tobacco products, encourage those
using such products to quit, and educate the public about
the hazards of exposure to environmental tobacco smoke.
Such amounts may be used to design and implement such

activities and shall be used to conduct research concerning

the effectiveness of such programs.
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“(e) NEEDS OF CERTAIN POPULATIONS.—In award-
ing erants and contracts under this section, the Secretary
shall take into consideration the needs of particular popu-
lations, including minority populations, and use methods
that are culturally and linguistically appropriate.

“(f) COORDINATION.—The Secretary shall ensure
that programs and activities under this section are coordi-
nated with programs and activities carried out under this

title.

“(2) ALLOCATION OF FUNDS.—Not to exceed—

“(1) 25 percent of the amount made available
under subsection (h) for each fiscal year shall be
provided to States for State and local media-based
and nonmedia-based education, prevention and ces-
sation campaigns;

“(2) no more than 20 percent of the amount
made available under subsection (h) for each fiscal
yvear shall be used specifically for the development of
new messages and campaigns;

“(3) the remainder shall be used specifically to
place media messages and carry out other dissemi-
nation activities described in subsection (d); and

“(4) half of 1 percent for administrative costs

and expenses.
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“(h) TRIGGER.—No expenditures shall be made
under this section during any fiscal year in which the an-
nual amount appropriated for the Centers for Disease
Control and Prevention is less than the amount so appro-
priated for the prior fiscal year.”.

“PART E—REDUCING YOUTH SMOKING AND TOBACCO-
RELATED DISEASES THROUGH RESEARCH
“SEC. 1991. FUNDING FROM TOBACCO SETTLEMENT TRUST
FUND.

No expenditures shall be made under sections 451(b)
or (¢)—

“(1) for the National Institutes of Health dur-
ing any fiscal year in which the annual amount ap-
propriated for such Institutes is less than the
amount so appropriated for the prior fiscal year;

“(2) for the Centers for Disease Control and
Prevention during any fiscal year in which the an-
nual amount appropriated for such Centers is less
than the amount so appropriated for the prior fiscal
year; or

“(3) for the Agency for Health Care Policy and
Research during any fiscal year in which the annual
amount appropriated for such Agency is less than

the amount so appropriated for the prior fiscal year.
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“SEC. 1991A. STUDY BY THE INSTITUTE OF MEDICINE.

“(a) CONTRACT.—Not later than 60 days after the
date of enactment of this title, the Secretary shall enter
into a contract with the Institute of Medicine for the con-
duct of a study on the framework for a research agenda
and research priorities to be used under this part.

“(b) CONSIDERATIONS.

“(1) IN GENERAL.—In developing the frame-
work for the research agenda and research priorities
under subsection (a) the Institute of Medicine shall
focus on increasing knowledge concerning the bio-
logical, social, behavioral, public health, and commu-
nity factors involved in the prevention of tobacco
use, reduction of tobacco use, and health con-
sequences of tobacco use.

“(2) SPECIFIC CONSIDERATIONS.

In the study
conducted under subsection (a), the Institute of
Medicine shall specifically include research on—

“(A) public health and community research
relating to tobacco use prevention methods, in-
cluding public education, media, community
strategies;

“(B) behavioral research relating to addic-
tion, tobacco use, and patterns of smoking, in-
cluding risk factors for tobacco use by children,
women, and racial and ethnic minorities;

S 1415 AMDT 2420
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“(C) health services research relating to
tobacco product prevention and cessation treat-
ment methodologies;

“(D) surveillance and epidemiology re-
search relating to tobacco;

“(E) biomedical, including clinical, re-
search relating to prevention and treatment of
tobacco-related diseases, including a focus on
minorities, including racial and ethnic minori-
ties;

“(F) the effects of tobacco products, ingre-
dients of tobacco products, and tobacco smoke
on the human body and methods of reducing
any negative effects, including the development
of non-addictive, reduced risk tobacco products;

“(G) differentials between brands of to-
bacco products with respect to health effects or
addiction;

“(H) risks associated with environmental
exposure to tobacco smoke, including a focus on
children and infants;

“(I) effects of tobacco use by pregnant
women; and

“(J) other matters determined appropriate

by the Institute.
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“(¢) REPORT.—Not later than 10 months after the
date on which the Secretary enters into the contract under
subsection (a), the Institute of Medicine shall prepare and
submit to the Secretary, the Committee on Labor and
Human Resources, and the Committee on Appropriations
of the Senate, and the Committee on Commerce of the
House of Representatives, a report that shall contain the
findings and recommendations of the Institute for the pur-
poses described in subsection (b).

“SEC. 1991B. RESEARCH COORDINATION.

“(a) IN GENERAL.—The Secretary shall foster co-
ordination among Federal research agencies, public health
agencies, academic bodies, and community groups that
conduct or support tobacco-related biomedical, clinical, be-
havioral, health services, public health and community,
and surveillance and epidemiology research activities.

“(b) REPORT.—The Secretary shall prepare and sub-
mit a report on a biennial basis to the Committee on
Labor and Human Resources, and the Committee on Ap-
propriations of the Senate, and the Committee on Com-
merce of the House of Representatives on the current and
planned tobacco-related research activities of participating

Federal agencies.
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“SEC. 1991C. RESEARCH ACTIVITIES OF THE CENTERS FOR

DISEASE CONTROL AND PREVENTION.

“(a) DuTiEs.—The Director of the Centers for Dis-

ease Control and Prevention shall, from amounts provided
under section 451(¢), and after review of the study of the
Institute of Medicine, carry out tobacco-related surveil-
lance and epidemiologic studies and develop tobacco con-
trol and prevention strategies; and

“(b)  YOUTH SURVEILLANCE SYSTEMS.—From
amounts provided under section 451(b), the Director of
the Centers for Disease Control and Prevention shall pro-
vide for the use of youth surveillance systems to monitor
the use of all tobacco products by individuals under the
age of 18, including brands-used to enable determinations
to be made of company-specific youth market share.

“SEC. 1991D. RESEARCH ACTIVITIES OF THE NATIONAL IN-
STITUTES OF HEALTH.

“(a) FUNDING.—There are authorized to be appro-
priated, from amounts in the National Tobacco Settlement
Trust Fund established by section 401 of the National To-
bacco Policy and Youth Smoking Reduction Act.

“(b) EXPENDITURE OF FuNDS.—The Director of the

National Institutes of Health shall provide funds to con-
duct or support epidemiological, behavioral, biomedical,
and social science research, including research related to
the prevention and treatment of tobacco addiction, and the
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prevention and treatment of diseases associated with to-
bacco use.

“(¢) GUARANTEED MiNIMUM.—Of the funds made
available to the National Institutes of IHealth under this
section, such sums as may be necessary, may be used to
support epidemiological, behavioral, and social science re-
search related to the prevention and treatment of tobacco
addiction.

“(d) NATURE OF RESEARCH.—Funds made available
under subsection (d) may be used to conduct or support
research with respect to one or more of the following—

“(1) the epidemiology of tobacco use;

“(2) the etiology of tobacco use;

“(3) risk factors for tobacco use by children;

“(4) prevention of tobacco use by children, in-
cluding school and community-based programs, and
alternative activities;

“(5) the relationship between tobacco use, alco-
hol abuse and illicit drug abuse;

“(6) behavioral and pharmacological smoking
cessation methods and technologies, including re-
lapse prevention;

“(7) the toxicity of tobacco products and their

ingredients;
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“(8) the relative harmfulness of different to-
bacco products;

“(9) environmental exposure to tobacco smoke;

“(10) the impact of tobacco use by pregnant
women on their fetuses;

“(11) the redesign of tobacco products to re-
duce risks to public health and safety; and

“(12) other appropriate epidemiological, behav-
loral, and social science research.

“(e) COORDINATION.—In carrying out tobacco-relat-
ed research under this section, the Director of the Na-
tional Institutes of Health shall ensure appropriate coordi-
nation with the research of other agencies, and shall avoid
duplicative efforts through all appropriate means.

“(h) ADMINISTRATION.—The director of the NIH Of-
fice of Behavioral and Social Sciences Research may—

“(1) identify tobacco-related research initiatives
that should be conducted or supported by the re-
search institutes, and develop such projects in co-
operation with such institutes;

“(2) coordinate tobacco-related research that is
conducted or supported by the National Institutes of

Health;

S 1415 AMDT 2420



© 00O N O 0o B~ W N PP

N NN NN R P R R R R RR R
E W N B O © 0 N O U0 M W N R O

162

“(3) annually recommend to Congress the allo-
cation of anti-tobacco research funds among the na-
tional research institutes; and

“(4) establish a clearinghouse for information
about tobacco-related research conducted by govern-
mental and non-governmental bodies.

“(f) TRIGGER.—No expenditure shall be made under
subsection (a) during any fiscal year in which the annual
amount appropriated for the National Institutes of Health
18 less than the amount so appropriated for the prior fiscal
vear.

“(g) REPORT.—The Director of the NII shall every
2 years prepare and submit to the Congress a report

research activities, including funding levels, for

research made available under subsection (¢).

(b) MEDICAID COVERAGE OF OUTPATIENT SMOKING

CESSATION AGENTS.

of the Public Health Service Act (42 U.S.C. 13961r-8(d))

Paragraph (2) of section 1927(d)

18 amended—

(1) by striking subparagraph (E) and redesig-
nating subparagraphs (F) through (J) as subpara-
oraphs (I£) through (I); and

(2) by striking “drugs.” in subparagraph (I,

as redesignated, and inserting ‘“‘drugs, except agents,
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approved by the Food and Drug Administration,

when used to promote smoking cessation.”.

“SEC. 1991E. RESEARCH ACTIVITIES OF THE AGENCY FOR
HEALTH CARE POLICY AND RESEARCH.

“(a) IN GENERAL.—The Administrator of the Agen-
cy for Health Care Policy and Research shall carry out
outcomes, effectiveness, cost-effectiveness, and other
health services research related to effective interventions
for the prevention and cessation of tobacco use and appro-
priate strategies for implementing those services, the out-
comes and delivery of care for diseases related to tobacco
use, and the development of quality measures for evaluat-
ing the provision of those services.

“(b) ANALYSES AND SPECIAL PROGRAMS.—The Sec-

retary, acting through the Administrator of the Agency
for Health Care Policy and Research, shall support—

“(1) and conduct periodic analyses and evalua-
tions of the best scientific information in the area of
smoking and other tobacco product use cessation;
and

“(2) the development and dissemination of spe-
cial programs in cessation intervention for health

plans and national health professional societies.”.
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TITLE III—TOBACCO PRODUCT
WARNINGS AND SMOKE CON-
STITUENT DISCLOSURE
Subtitle A—Product Warnings,

Labeling and Packaging

SEC. 301. CIGARETTE LABEL AND ADVERTISING WARNINGS.
(a) IN GENERAL.—Section 4 of the Federal Cigarette

Labeling and Advertising Act (15 U.S.C. 1333) is amend-

ed to read as follows:

“SEC. 4. LABELING.

“(a) LABEL REQUIREMENTS.

“(1) IN GENERAL.—It shall be unlawful for any
person to manufacture, package, or import for sale
or distribution within the United States any ciga-
rettes the package of which fails to bear, in accord-
ance with the requirements of this section, one of
the following labels:

“WARNING: Cigarettes are addictive”
“WARNING: Tobacco smoke can harm your chil-
dren”

“WARNING: Cigarettes cause fatal lung disease”
“WARNING: Cigarettes cause cancer”

“WARNING: Cigarettes cause strokes and heart

disease”
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“WARNING: Smoking during pregnancy can harm
your baby”’
“WARNING: Smoking can kill you”
“WARNING: Tobacco smoke causes fatal lung dis-
ease in non-smokers”
“WARNING: Quitting smoking now greatly reduces
serious risks to your health”

“(2) PLACEMENT; TYPOGRAPHY; ETC.—

“(A) IN GENERAL.—Each label statement
required by paragraph (1) shall be located in
the upper portion of the front and rear panels
of the package, directly on the package under-
neath the cellophane or other clear wrapping.
Except as provided in subparagraph (B), each
label statement shall comprise at least the top
25 percent of the front and rear panels of the
package. The word “WARNING” shall appear
in capital letters and all text shall be in con-
spicuous and legible 17-point type, unless the
text of the label statement would occupy more
than 70 percent of such area, in which case the
text may be in a smaller conspicuous and leg-
ible type size, provided that at least 60 percent
of such area 1s occupied by required text. The

text shall be black on a white background, or
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white on a black background, in a manner that

contrasts, by typography, layout, or color, with

all other printed material on the package, in an
alternating fashion under the plan submitted

under subsection (b)(4).

“(B) Frrr-tor BOXES.—For any cigarette
brand package manufactured or distributed be-
fore January 1, 2000, which employs a flip-top
style (if such packaging was used for that
brand in commerce prior to June 21, 1997), the
label statement required by paragraph (1) shall
be located on the flip-top area of the package,
even if such area is less than 25 percent of the
area of the front panel. Except as provided in
this paragraph, the provisions of this subsection
shall apply to such packages.

“(3) DOES NOT APPLY TO FOREIGN DISTRIBU-
TION.—The provisions of this subsection do not
apply to a tobacco product manufacturer or distribu-
tor of cigarettes which does not manufacture, pack-
age, or 1mport cigarettes for sale or distribution
within the United States.

“(b) ADVERTISING REQUIREMENTS.

“(1) IN GENERAL.—It shall be unlawful for any

tobacco product manufacturer, importer, distributor,
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or retailer of cigarettes to advertise or cause to be
advertised within the United States any cigarette
unless its advertising bears, in accordance with the
requirements of this section, one of the labels speci-
fied in subsection (a) of this section.

“(2) TyroGrAaPTY, ETC.—Each label statement
required by subsection (a) of this section in cigarette
advertising shall comply with the standards set forth
in this paragraph. For press and poster advertise-
ments, each such statement and (where applicable)
any required statement relating to tar, nicotine, or
other constituent yield shall comprise at least 20
percent of the area of the advertisement and shall
appear in a conspicuous and prominent format and
location at the top of each advertisement within the
trim area. The Secretary may revise the required
type sizes in such area in such manner as the Sec-
retary determines appropriate. The word “WARN-
ING” shall appear in capital letters, and each label
statement shall appear in conspicuous and legible
type. The text of the label statement shall be black
if the background is white and white if the back-
oround is black, under the plan submitted under
paragraph (4) of this subsection. The label state-

ments shall be enclosed by a rectangular border that
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18 the same color as the letters of the statements
and that is the width of the first downstroke of the
capital “W’” of the word “WARNING” in the label
statements. The text of such label statements shall
be in a typeface pro rata to the following require-
ments: 45-point type for a whole-page broadsheet
newspaper advertisement; 39-point type for a half-
page broadsheet newspaper advertisement; 39-point
type for a whole-page tabloid newspaper advertise-
ment; 27-point type for a half-page tabloid news-
paper advertisement; 31.5-point type for a double
page spread magazine or whole-page magazine ad-
vertisement; 22.5-point type for a 28 centimeter by
3 column advertisement; and 15-point type for a 20
centimeter by 2 column advertisement. The label
statements shall be in KEnglish, except that in the
case of—

“(A) an advertisement that appears in a
newspaper, magazine, periodical, or other publi-
cation that is not in English, the statements
shall appear in the predominant language of the
publication; and

“(B) in the case of any other advertise-

ment that 1s not in English, the statements
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shall appear in the same language as that prin-

cipally used in the advertisement.

“(3) ADJUSTMENT BY SECRETARY.—The Sec-
retary may, through a rulemaking under section 553
of title 5, United States Code, adjust the format and
type sizes for the label statements required by this
section or the text, format, and type sizes of any re-
quired tar, nicotine yield, or other constituent disclo-
sures, or to establish the text, format, and type sizes
for any other disclosures required under the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et.
seq.). The text of any such label statements or dis-
closures shall be required to appear only within the
20 percent area of cigarette advertisements provided
by paragraph (2) of this subsection. The Secretary
shall promulgate regulations which provide for ad-
justments in the format and type sizes of any text
required to appear in such area to ensure that the
total text required to appear by law will fit within
such area.

“(4) MARKETING REQUIREMENTS.

“(A) The label statements specified in sub-
section (a)(1) shall be randomly displayed in
each 12-month period, in as equal a number of

times as 1s possible on each brand of the prod-
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uct and be randomly distributed in all areas of
the United States in which the product is mar-
keted in accordance with a plan submitted by
the tobacco product manufacturer, importer,
distributor, or retailer and approved by the Sec-
retary.

“(B) The label statements specified in sub-
section (a)(1) shall be rotated quarterly in al-
ternating sequence in advertisements for each
brand of cigarettes in accordance with a plan
submitted by the tobacco product manufacturer,
importer, distributor, or retailer to, and ap-
proved by, the Secretary.

“(C) The Secretary shall review each plan
submitted under subparagraph (B) and approve
it if the plan—

“(1) will provide for the equal distribu-
tion and display on packaging and the ro-
tation required in advertising under this
subsection; and

“(11) assures that all of the labels re-
quired under this section will be displayed
by the tobacco product manufacturer, im-
porter, distributor, or retailer at the same

time.”’.
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(b) REPEAL OF PROHIBITION ON STATE RESTRIC-
TION.—Section 5 of the Federal Cigarette Liabeling and
Advertising Act (15 U.S.C. 1334) is amended—

(1) by striking “(a) ADDITIONAL STATE-

MENTS.—"" IN SUBSECTION (A); AND

(2) by striking subsection (b).
SEC. 302. AUTHORITY TO REVISE CIGARETTE WARNING
LABEL STATEMENTS.

Section 4 of the Federal Cigarette Labeling and Ad-
vertising Act (15 U.S.C. 1333), as amended by section
301 of this title, is further amended by adding at the end
the following:

“(¢) CHANGE IN REQUIRED STATEMENTS.—The Sec-
retary may, by a rulemaking conducted under section 553
of title 5, United States Code, adjust the format, type size,
and text of any of the warning label statements required
by subsection (a) of this section, or establish the format,
type size, and text of any other disclosures required under
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301
et seq.), if the Secretary finds that such a change would
promote greater public understanding of the risks associ-

ated with the use of smokeless tobacco products.”.
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SEC. 303. SMOKELESS TOBACCO LABELS AND ADVERTISING
WARNINGS.

Section 3 of the Comprehensive Smokeless Tobacco
Health Education Act of 1986 (15 U.S.C. 4402) is amend-
ed to read as follows:

“SEC. 3. SMOKELESS TOBACCO WARNING.

“(a) GENERAL RULE.—

“(1) It shall be unlawful for any person to man-
ufacture, package, or import for sale or distribution
within the United States any smokeless tobacco
product unless the product package bears, in accord-
ance with the requirements of this Act, one of the
following labels:

“WARNING: This product can cause mouth cancer”

“WARNING: This product can cause gum disease

and tooth loss”

“WARNING: This product is not a safe alternative

to cigarettes”

“WARNING: Smokeless tobacco is addictive”

“(2) Each label statement required by para-
eraph (1) shall be—

“(A) located on the 2 principal display
panels of the package, and each label statement
shall comprise at least 25 percent of each such

display panel; and

S 1415 AMDT 2420



© 00O N O 0o B~ W N PP

N DN DN DN NN DN P PP PPk P PP
aa A W N P O ©W 00 N O O B W N B O

173

“(B) in 17-point conspicuous and legible
type and in black text on a white background,
or white text on a black background, in a man-
ner that contrasts by typography, layout, or
color, with all other printed material on the
package, in an alternating fashion under the
plan submitted under subsection (b)(3), except
that if the text of a label statement would oc-
cupy more than 70 percent of the area specified
by subparagraph (A), such text may appear in

a smaller type size, so long as at least 60 per-

cent of such warning area is occupied by the

label statement.

“(3) The label statements required by para-
oraph (1) shall be introduced by each tobacco prod-
uct manufacturer, packager, importer, distributor, or
retailer of smokeless tobacco products concurrently
into the distribution chain of such products.

“(4) The provisions of this subsection do not
apply to a tobacco product manufacturer or distribu-
tor of any smokeless tobacco product that does not
manufacture, package, or import smokeless tobacco
products for sale or distribution within the United
States.

“(b) REQUIRED LLABELS.—
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“(1) It shall be unlawful for any tobacco prod-

uct manufacturer, packager, importer, distributor, or
retailer of smokeless tobacco products to advertise or
cause to be advertised within the United States any
smokeless tobacco product unless its advertising
bears, in accordance with the requirements of this
section, one of the labels specified in subsection (a).

“(2) Each label statement required by sub-
section (a) in smokeless tobacco advertising shall
comply with the standards set forth in this para-
oraph. For press and poster advertisements, each
such statement and (where applicable) any required
statement relating to tar, nicotine, or other constitu-
ent yield shall—

“(A) comprise at least 20 percent of the
area of the advertisement, and the warning area
shall be delineated by a dividing line of con-
trasting color from the advertisement; and

“(B) the word “WARNING” shall appear
in capital letters and each label statement shall
appear 1n conspicuous and legible type. The text
of the label statement shall be black on a white
background, or white on a black background, in
an alternating fashion under the plan submitted

under paragraph (3).
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“(3)(A) The label statements specified in sub-
section (a)(1) shall be randomly displayed in each
12-month period, in as equal a number of times as
1s possible on each brand of the product and be ran-
domly distributed in all areas of the United States
in which the product is marketed in accordance with
a plan submitted by the tobacco product manufac-
turer, importer, distributor, or retailer and approved
by the Secretary.

“(B) The label statements specified in sub-
section (a)(1) shall be rotated quarterly in alternat-
ing sequence in advertisements for each brand of
smokeless tobacco product in accordance with a plan
submitted by the tobacco product manufacturer, im-
porter, distributor, or retailer to, and approved by,
the Secretary.

“(C) The Secretary shall review each plan sub-
mitted under subparagraph (B) and approve it if the
plan—

“(1) will provide for the equal distribution
and display on packaging and the rotation re-
quired in advertising under this subsection; and

“(11) assures that all of the labels required

under this section will be displayed by the to-
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bacco product manufacturer, importer, distribu-
tor, or retailer at the same time.

“(¢) TELEVISION AND RADIO ADVERTISING.—It is
unlawful to advertise smokeless tobacco on any medium
of electronic communications subject to the jurisdiction of
the Federal Communications Commission.”.

SEC. 304. AUTHORITY TO REVISE SMOKELESS TOBACCO
PRODUCT WARNING LABEL STATEMENTS.

Section 3 of the Comprehensive Smokeless Tobacco
Health Education Act of 1986 (15 U.S.C. 4402), as
amended by section 303 of this title, is further amended
by adding at the end the following:

“(d) AurHority To REVISE WARNING LABEL

STATEMENTS.—The Secretary may, by a rulemaking con-

ducted under section 553 of title 5, United States Code,
adjust the format, type size, and text of any of the warn-
ing label statements required by subsection (a) of this sec-
tion, or establish the format, type size, and text of any
other disclosures required under the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 301 et seq.), if the Secretary
finds that such a change would promote greater public un-
derstanding of the risks associated with the use of smoke-

less tobacco products.”.
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1 SEC. 305. TAR, NICOTINE, AND OTHER SMOKE CONSTITU-

2
3

ENT DISCLOSURE TO THE PUBLIC.

Section 4(a) of the Federal Cigarette Liabeling and

4 Advertising Act (15 U.S.C. 1333 (a)), as amended by sec-

5 tion 301 of this title, is further amended by adding at

6 the end the following:

-
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“(4)(A) The Secretary shall, by a rulemaking
conducted under section 553 of title 5, United
States Code, determine (in the Secretary’s sole dis-
cretion) whether cigarette and other tobacco product
manufacturers shall be required to include in the
area of each cigarette advertisement specified by
subsection (b) of this section, or on the package
label, or both, the tar and nicotine yields of the ad-
vertised or packaged brand. Any such disclosure
shall be in accordance with the methodology estab-
lished under such regulations, shall conform to the
type size requirements of subsection (b) of this sec-
tion, and shall appear within the area specified in
subsection (b) of this section.

“(B) Any differences between the requirements
established by the Secretary under subparagraph (A)
and tar and nicotine yield reporting requirements es-
tablished by the Federal Trade Commission shall be

resolved by a memorandum of understanding be-
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tween the Secretary and the Federal Trade Commis-
sion.

“(C) In addition to the disclosures required by
subparagraph (A) of this paragraph, the Secretary
may, under a rulemaking conducted under section
553 of title 5, United States Code, prescribe disclo-
sure requirements regarding the level of any ciga-
rette or other tobacco product smoke constituent.
Any such disclosure may be required if the Secretary
determines that disclosure would be of benefit to the
public health, or otherwise would increase consumer
awareness of the health consequences of the use of
tobacco products, except that no such preseribed dis-
closure shall be required on the face of any cigarette
package or advertisement. Nothing in this section
shall prohibit the Secretary from requiring such pre-
sceribed disclosure through a cigarette or other to-
bacco product package or advertisement insert, or by
any other means under the Federal Food, Drug, and

Cosmetic Act (21 U.S.C. 301 et seq.).”.
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Subtitle B—Testing and Reporting
of Tobacco Product Smoke Con-
stituents
SEC. 311. REGULATION REQUIREMENT.

(a) TESTING, REPORTING, AND DISCLOSURE.—Not
later than 24 months after the date of enactment of this
Act, the Secretary, through the Commissioner of the Food
and Drug Administration, shall promulgate regulations
under the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.) that meet the requirements of sub-
section (b) of this section.

(b) CONTENTS OF RULES.

The rules promulgated
under subsection (a) of this section shall require the test-
ing, reporting, and disclosure of tobacco product smoke
constituents and ingredients that the Secretary determines
should be disclosed to the public in order to protect the
public health. Such constituents shall include tar, nicotine,
carbon monoxide, and such other smoke constituents or
ingredients as the Secretary may determine to be appro-
priate. The rule may require that tobacco product manu-
facturers, packagers, or importers make such disclosures
relating to tar and nicotine through labels or advertising,
and make such disclosures regarding other smoke con-
stituents or ingredients as the Secretary determines are

necessary to protect the public health.
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(¢) Aurooriry.—The Food and Drug Administra-
tion shall have authority to conduct or to require the test-
ing, reporting, or disclosure of tobacco product smoke con-

stituents.

TITLE IV—_NATIONAL TOBACCO
TRUST FUND

SEC. 401. ESTABLISHMENT OF TRUST FUND.

(a) CREATION.—There is established in the Treasury
of the United States a trust fund to be known as the “Na-
tional Tobacco Trust Fund”, consisting of such amounts
as may be appropriated or credited to the trust fund.

(b) TRANSFERS TO NATIONAL ToBacco TRUST
FuND.—There shall be credited to the trust fund the net
revenues resulting from the following amounts:

(1) Amounts paid under section 402.

(2) Amounts equal to the fines or penalties paid
under section 402, 403, or 405, including interest
thereon.

(3) Amounts equal to penalties paid under sec-
tion 202, including interest thereon.

(¢) NET REVENUES.—For purposes of subsection
(b), the term ‘“‘net revenues’” means the amount estimated
by the Secretary of the Treasury based on the excess of—

(1) the amounts received in the Treasury under

subsection (b), over
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(2) the decrease in the taxes imposed by chap-
ter 1 and chapter 52 of the Internal Revenue Code
of 1986, and other offsets, resulting from the
amounts received under subsection (b).

(d) EXPENDITURES FroM THE TRrRUST FUND.—
Amounts in the Trust Fund shall be available in each fis-
cal year, as provided in appropriation Acts. The authority
to allocate net revenues as provided in this title and to
obligate any amounts so allocated is contingent upon ac-
tual receipt of net revenues.

(e) BUDGETARY TREATMENT.—The amount of net
receipts in excess of that amount which is required to off-
set the direct spending in this Act under section 252 of
the Balanced Budget and Emergency Deficit Control Act
of 1985 (2 U.S.C. 902) shall be available exclusively to
offset the appropriations required to fund the authoriza-
tions of appropriations in this Act (including the amend-
ments made by this Act), and the amount of such appro-
priations shall not be included in the estimates required
under section 251 of that Act (2 U.S.C. 901).

(f) ADMINISTRATIVE PROVISIONS.—Section 9602 of
the Internal Revenue Code of 1986 shall apply to the trust
fund to the same extent as if it were established by sub-
chapter A of chapter 98 of such Code, except that, for

purposes of section 9602(b)(3), any interest or proceeds
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1 shall be covered into the Treasury as miscellaneous re-

2 ceipts.

3 SEC. 402. PAYMENTS BY INDUSTRY.

4
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(a) INITIAL PAYMENT.—
(1) CERTAIN TOBACCO PRODUCT MANUFACTUR-

ERS.—The following participating tobacco product

manufacturers, subject to the provisions of title
XIV, shall deposit into the National Tobacco Trust
Fund an ageregate payment of $10,000,000,000,
apportioned as follows:
(A) Phillip Morris Incorporated—65.8 per-
cent.
(B) Brown and Williamson Tobacco Cor-
poration—17.3 percent.
(C) Lorillard Tobacco Company—7.1 per-

cent.

(D) R.J. Reynolds Tobacco Company—6.6

percent.

(E) United States Tobacco Company—3.2

percent.
(2) NO CONTRIBUTION FROM OTHER TOBACCO
PRODUCT MANUFACTURERS.—No other tobacco
product manufacturer shall be required to contribute

to the payment required by this subsection.
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(3) PAYMENT DATE; INTEREST.—Each tobacco
product manufacturer required to make a payment
under paragraph (1) of this subsection shall make
such payment within 30 days after the date of com-
pliance with this Act and shall owe interest on such
payment at the prime rate plus 10 percent per
annum, as published in the Wall Street Journal on
the latest publication date on or before the date of
enactment of this Aect, for payments made after the
required payment date.

(b) ANNUAL PAYMENTS.

Each calendar year begin-
ning after the required payment date under subsection
(a)(3) the tobacco product manufacturers shall make total
payments into the Fund for each calendar year in the fol-
lowing applicable base amounts, subject to adjustment as
provided in section 403:

$14,400,000,000.

$15,400,000,000.

1) year 1

2) year 2

3) year 3—$17,700,000,000.
4) year 4—%$21,400,000,000.
$23.600,000,000.

D) year 9

(
(
(
(
(
(

6) year 6 and thereafter—the adjusted appli-
cable base amount under section 403.

(¢) PAYMENT SCHEDULE; RECONCILIATION.—
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(1) ESTIMATED PAYMENTS.

Deposits toward
the annual payment liability for each calendar year
under subsection (d)(2) shall be made in 3 equal in-
stallments due on March 1st, on June Ist, and on
August 1st of each year. Kach installment shall be
equal to one-third of the estimated annual payment
liability for that calendar year. Deposits of install-
ments paid after the due date shall acerue interest
at the prime rate plus 10 percent per annum, as
published in the Wall Street Journal on the latest
publication date on or before the payment date.

(2) RECONCILIATION.—If the liability for a cal-
endar year under subsection (d)(2) exceeds the de-
posits made during that calendar year, the manufac-
turer shall pay the unpaid lability on March 1st of
the succeeding calendar year, along with the first de-
posit for that succeeding year. If the deposits during
a calendar year exceed the lability for the calendar
year under subsection (d)(2), the manufacturer shall
subtract the amount of the excess deposits from its
deposit on March 1st of the succeeding calendar
year.

(d) APPORTIONMENT OF ANNUAL PAYMENT.—
(1) IN GENERAL.—Each tobacco product manu-

facturer is liable for its share of the applicable base
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amount payment due each year under subsection
(b). The annual payment is the obligation and re-
sponsibility of only those tobacco product manufac-
turers and their affiliates that directly sell tobacco
products in the domestic market to wholesalers, re-
tailers, or consumers, their successors and assigns,
and any subsequent fraudulent transferee (but only
to the extent of the interest or oblication fraudu-
lently transferred).

(2) DETERMINATION OF AMOUNT OF PAYMENT
DUE.—Each tobacco product manufacturer is liable
for 1ts share of each installment in proportion to its
share of tobacco products sold in the domestic mar-
ket for the calendar year. One month after the end
of the calendar year, the Secretary shall make a
final determination of each tobacco product manu-
facturer’s applicable base amount payment obliga-
tion.

(3) CALCULATION OF TOBACCO PRODUCT MAN-
UFACTURER'S SHARE OF ANNUAL PAYMENT.—The
share of the annual payment apportioned to a to-
bacco product manufacturer shall be equal to that
manufacturer’s share of adjusted units, taking into
account the manufacturer’s total production of such

units sold in the domestic market. A tobacco product
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manufacturer’s share of adjusted units shall be de-

termined as follows:

(A) UNITS.—A tobacco product manufac-
turer’s number of units shall be determined by
counting each—
(1) pack of 20 cigarettes as 1 adjusted
unit;
(i1) 1.2 ounces of moist snuff as 0.75
adjusted unit; and
(1) 3 ounces of other smokeless to-
bacco product as 0.35 adjusted units.
(B)  DETERMINATION OF  ADJUSTED
UNITS.—Except as provided in subparagraph
(C), a smokeless tobacco product manufactur-

er’s number of adjusted units shall be deter-

mined under the following table:

For units: Each unit shall be treated as:
Not exceeding 150 million 70% of a unit
Exceeding 150 million 100% of a unit

(C) ADJUSTED UNITS DETERMINED ON
TOTAL DOMESTIC PRODUCTION.—For purposes
of determining a manufacturer’s number of ad-
justed units under subparagraph (B), a manu-
facturer’s total production of units, whether in-
tended for domestic consumption or export,
shall be taken into account.
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(D) SPECIAL RULE FOR LARGE MANUFAC-

TURERS.—If a tobacco product manufacturer

has more than 200 million units under subpara-
oraph (A), then that manufacturer’s number of
adjusted units shall be equal to the total num-
ber of units, and not determined under sub-
paragraph (B).

(E) SMOKELESS EQUIVALENCY STUDY.—
Not later than January 1, 2003, the Secretary
shall submit to the Congress a report detailing
the extent to which youths are substituting
smokeless tobacco products for cigarettes. If the
Secretary determines that significant substi-
tution is occurring, the Secretary shall include
in the report recommendations to address sub-
stitution, including consideration of modifica-

tion of the provisions of subparagraph (A).

The determinations required

by subsection (d) shall be made and certified by the Seec-
retary of Treasury. The parties shall promptly provide the
Treasury Department with information sufficient for it to
make such determinations.

(f) NONAPPLICATION TO CERTAIN MANUFACTUR-

S 1415 AMDT 2420



© 00O N O 0o B~ W N PP

N DN NN DN DD DN P PP PP PP PP
aa A WO N P O © 00 N O O b W N B+~ O

188

(1) EXEMPTION .—A manufacturer described in
paragraph (3) is exempt from the payments required
by subsection (b).

(2) LaMmrtATION.—Paragraph (1) applies only
to assessments on cigarettes to the extent that those
cigarettes constitute less than 3 percent of all ciga-
rettes manufactured and distributed to consumers in
any calendar year.

(3) TOBACCO PRODUCT MANUFACTURERS TO
WHICH SUBSECTION APPLIES.—A tobacco product
manufacturer is described in this paragraph if it—

(A) resolved tobacco-related civil actions

with more than 25 States before January 1,

1998, through written settlement agreements

signed by the attorneys general (or the equiva-

lent chief legal officer if there is no office of at-
torney general) of those States; and
(B) provides to all other States, not later
than December 31, 1998, the opportunity to
enter into written settlement agreements that—
(i) are substantially similar to the
agreements entered into with those 25
States; and
(i) provide the other States with an-

nual payment terms that are equivalent to

S 1415 AMDT 2420



189

the most favorable annual payment terms
of its written settlement agreements with
those 25 States.
SEC. 403. ADJUSTMENTS.
The applicable base amount under section 402(b) for
a given calendar year shall be adjusted as follows in deter-

mining the annual payment for that year:
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(1) INFLATION ADJUSTMENT.—

(A) IN GENERAL.—DBeginning with the
sixth calendar year after the date of enactment
of this Act, the adjusted applicable base amount
under section 402(b)(6) is the amount of the
annual payment made for the preceding year
increased by the greater of 3 percent or the an-
nual increase in the CPI, adjusted (for calendar
year 2002 and later years) by the volume ad-
justment under paragraph (2).

(B) CPIL.—For purposes of subparagraph
(A), the CPI for any calendar year is the aver-
age of the Consumer Price Index for all-urban
consumers published by the Department of
Labor.

(C) ROUNDING.—If any increase deter-

mined under subparagraph (A) is not a multiple
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of $1,000, the increase shall be rounded to the

nearest multiple of $1,000.

(2) VOLUME ADJUSTMENT.—Beginning with
calendar year 2002, the applicable base amount (as
adjusted for inflation under paragraph (1)) shall be
adjusted for changes in volume of domestic sales by
multiplying the applicable base amount by the ratio
of the actual volume for the calendar year to the
base volume. For purposes of this paragraph, the
term “‘base volume” means 80 percent of the num-
ber of units of taxable domestic removals and taxed
imports of cigarettes in calendar year 1997, as re-
ported to the Secretary of the Treasury. For pur-
poses of this subsection, the term ‘“‘actual volume”
means the number of adjusted unites as defined in
section 402(d)(3)(A).

SEC. 404. PAYMENTS TO BE PASSED THROUGH TO CONSUM-
ERS.

Each tobacco product manufacturer shall use its best
efforts to adjust the price at which it sells each unit of
tobacco products in the domestic market or to an importer
for resale in the domestic market by an amount sufficient
to pass through to each purchaser on a per-unit basis an

equal share of the annual payments to be made by such
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tobacco product manufacturer under this Act for the year
in which the sale occurs.
SEC. 405. TAX TREATMENT OF PAYMENTS.

All payments made under section 402 are ordinary
and necessary business expenses for purposes of chapter
1 of the Internal Revenue Code of 1986 for the year in
which such payments are made, and no part thereof is
either in settlement of an actual or potential lability for
a fine or penalty (civil or eriminal) or the cost of a tangible
or intangible asset or other future benefit.

SEC. 406. ENFORCEMENT FOR NONPAYMENT.

(a) PENALTY.—Any tobacco product manufacturer
that fails to make any payment required under section 402
or 404 within 60 days after the date on which such fee
18 due 1s liable for a civil penalty computed on the unpaid
balance at a rate of prime plus 10 percent per annum,
as published in the Wall Street Journal on the latest publi-
cation date on or before the payment date, during the pe-
riod the payment remains unmade.

(b) NONCOMPLIANCE PERIOD.—For purposes of this
section, the term “‘noncompliance period” means, with re-
spect to any failure to make a payment required under
section 402 or 404, the period—

(1) beginning on the due date for such pay-

ment; and
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(2) ending on the date on which such payment

is paid in full.

(¢) LIMITATIONS.

(1) IN GENERAL.—No penalty shall be imposed
by subsection (a) on any failure to make a payment
under section 402 during any period for which it is
established to the satisfaction of the Secretary of the
Treasury that none of the persons responsible for
such failure knew or, exercising reasonable diligence,
should have known, that such failure existed.

(2) CORRECTIONS.

No penalty shall be im-
posed under subsection (a) on any failure to make
a payment under section 402 if—
(A) such failure was due to reasonable
cause and not to willful neglect; and
(B) such failure is corrected during the 30-
day period beginning on the Ist date that any
of the persons responsible for such failure knew
or, exercising reasonable diligence, should have
known, that such failure existed.

(3) WAIVER.—In the case of any failure to
make a payment under section 402 that is due to
reasonable cause and not to willful neglect, the Sec-
retary of the Treasury may waive all or part of the

penalty imposed under subsection (a) to the extent
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that the Secretary determines that the payment of
such penalty would be excessive relative to the fail-
ure nvolved.
Subtitle B—General Spending
Provisions
451. ALLOCATION ACCOUNTS.
(a) STATE LITIGATION SETTLEMENT ACCOUNT.—
(1) IN GENERAL.—There 1s established within
the Trust Fund a separate account, to be known as
the State Litication Settlement Account. Of the net
revenues credited to the Trust Fund under section
401(b)(1) for each fiscal year, 40 percent of the
amounts designated for allocation under the settle-
ment payments shall be allocated to this account.
Such amounts shall be reduced by the additional es-
timated Federal expenditures that will be incurred
as a result of State expenditures under section 452,
which amounts shall be transferred to the mis-
cellaneous receipts of the Treasury. If, after 10
yvears, the estimated 25-year total amount projected
to received in this account will be different than
amount than $196,500,000,000, then beginning with
the eleventh year the 40 percent share will be ad-

Justed as necessary, to a percentage not in excees of
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50 percent and not less than 30 percent, to achieve
that 25-year total amount.

(2) APPROPRIATION.—Amounts so calculated
are hereby appropriated and available until expended
and shall be available to States for grants authorized
under this Act.

(3) DISTRIBUTION FORMULA.—The Secretary
of the Treasury shall consult with the National Gov-
ernors Association, the National Association of At-
torneys General, and the National Conference of
State Legislators on a formula for the distribution
of amounts in the State Litigation Settlement Ac-
count and report to the Congress within 90 days
after the date of enactment of this Act with rec-
ommendations for implementing a distribution for-

mula.

(4) USE OF FUNDS.—A State may use amounts
received under this subsection as the State deter-
mines appropriate, consistent with the other provi-
sions of this Act.

(5) FUNDS NOT AVAILABLE AS MEDICAID REIM-
BURSEMENT.—Funds in the account shall not be
available to the Secretary as reimbursement of Med-
icald expenditures or considered as Medicaid over-

payments for purposes of recoupment.
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(b) PuBLIC HEALTH ALLOCATION ACCOUNT.—

(1) IN GENERAL.— There is established within
the trust fund a separate account, to be known as
the Public Health Account. Twenty-two percent of
the net revenues credited to the trust fund under
section 401(b)(1) and all the net revenues credited
to the trust fund under section 401(b)(3) shall be al-

located to this account.

(2) AUTHORIZATION OF APPROPRIATIONS.
Amounts in the Public Health Account shall be
available to the extent and only in the amounts pro-
vided in advance in appropriations Acts, to remain
available until expended, only for the purposes of:

(A) CESSATION AND OTHER TREAT-
MENTS.—Of the total amounts allocated to this
account, not less than 25 percent, but not more
than 35 percent are to be used to carry out
smoking cessation activities under part D of
title XIX of the Public Health Service Act, as
added by title II of this Act.

(B) INDIAN HEALTH SERVICE.—Of the
total amounts allocated to this account, not less
than 3 percent, but not more than 7 percent
are to be used to carry out activities under sec-

tion 453.
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(C) EDUCATION AND PREVENTION.—Of
the total amounts allocated to this account, not
less than 50 percent, but not more than 65 per-
cent are to be used to carry out—

(1) counter-advertising activities under
section 1982 of the Public Health Service
Act as amended by this Act;

(i1) smoking prevention activities
under section 223;

(iii) surveys under section 1991C of
the Public Health Service Act, as added by
this Act (but, in no fiscal year may the
amounts used to carry out such surveys be
less than 10 percent of the amounts avail-
able under this subsection); and

(iv) international activities under sec-
tion 1132.

(D) ENFORCEMENT.—Of  the  total
amounts allocated to this account, not less than
17.5 percent nor more than 22.5 percent are to
be used to carry out the following:

(1) Food and Drug Administration ac-
tivities.

(I) The Food and Drug Adminis-

tration shall receive not less than 15
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percent of the funds provided in sub-
paragraph (D) in the first fiscal year
beginning after the date of enactment
of this Aect, 35 percent of such funds
in the second year beginning after the
date of enactment, and 50 percent of
such funds for each fiscal year begin-
ning after the date of enactment, as
reimbursements for the costs mcurred
by the Food and Drug Administration
in implementing and enforcing re-
quirements relating to tobacco prod-
ucts.

(IT) No expenditures shall be
made under subparagraph (D) during
any fiscal year in which the annual
amount appropriated for the Food
and Drug Administration is less than
the amount so appropriated for the
prior fiscal year.

(i) State retail licensing activities

under section 251.

(ii1) Anti-Smuggling activities under

section 1141.
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(¢) HEALTH AND HEALTH-RELATED RESEARCH AL-

LOCATION ACCOUNT.—

(1) IN GENERAL.— There is established within
the trust fund a separate account, to be known as
the Health and IHealth-Related Research Account.
Of the net revenues credited to the trust fund under
section 401(b)(1), 22 percent shall be allocated to

this account.

(2) AUTHORIZATION OF APPROPRIATIONS.
Amounts in the Health and Health-Related Research
Account shall be available to the extent and in the
amounts provided in advance in appropriations acts,
to remain available until expended, only for the fol-
lowing purposes:

(A) $750,000 shall be made vailable in fis-
cal year 1999 for the study to be conducted
under section 1991 of the Public Health Service
Act.

(B) National Institutes of Health Research
under section 1991D of the Public Health Serv-
ice Act, as added by this Act. Of the total
amounts allocated to this account, not less than
75 percent, but not more than 87 percent shall

be used for this purpose.
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(C) Centers for Disease Control under sec-
tion 1991C of the Public Health Service Act, as
added by this Act, and Agency for Health Care
Policy and Research under section 1991K of
the Public Health Service Act, as added by this
Act. authorized under sections 2803 of that
Act, as so added. Of the total amounts allocated
to this account, not less than 12 percent, but
not more than 18 percent shall be used for this
purpose.
(D) National Science Foundation Research
under section 454. Of the total amounts allo-
cated to this account, not less than 1 percent,
but not more than 1 percent shall be used for
this purpose.
(E) Cancer Clinical Trials under section
455. Of the total amounts allocated to this ac-
count, $750,000,000 shall be used for the first
3 fiscal years for this purpose.
(d) FARMERS ASSISTANCE ALLOCATION ACCOUNT.—

(1) IN GENERAL.— There is established within
the trust fund a separate account, to be known as
the Farmers Assistance Account. Of the net reve-
nues credited to the trust fund under section

401(b)(1) in each fiscal year—
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(A) 16 percent shall be allocated to this ac-

count for the first 10 years after the date of en-
actment of this Act; and

(B) 4 percent shall be allocated to this ac-

count for each subsequent year until the ac-

count has received a total of $28,500,000,000.

(2) APPROPRIATION.—Amounts allocated to

this account are hereby appropriated and shall be

available until expended for the purposes of section

1012.

(e) MEDICARE PRESERVATION ACCOUNT.—There is
established within the trust fund a separate account, to
be known as the Medicare Preservation Account. If, in any
yvear, the net amounts credited to the trust fund for pay-
ments under section 402(b) are greater than the net reve-
nues originally estimated under section 401(b), the
amount of any such excess shall be credited to the Medi-
care Preservation Account. Beginning in the eleventh year
beginning after the date of enactment of this Act, 12 per-
cent of the net revenues credited to the trust fund under
seciton 401(b)(1) shall be allocated to this account. Funds
credited to this account shall be transferred to the Medi-

care Hospital Insurance Trust Fund.
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SEC. 452. GRANTS TO STATES.

(a) AMOUNTS.—From the amount made available

under section 402(a) for each fiscal year, each State shall
receive a grant on a quarterly basis according to a for-

mula.

(b) USE OoF FUNDS.

(1) UNRESTRICTED FUNDS.

A State may use
funds, not to exceed 50 percent of the amount re-
ceived under this section in a fiscal year, for any ac-
tivities determined appropriate by the State.

(2) RESTRICTED FUNDS.—A State shall use not
less than 50 percent of the amount received under
this section in a fiscal year to carry out additional
activities or provide additional services under—

(A) the State program under the maternal
and child health services block grant under title
V of the Social Security Act (42 U.S.C. 701 et
seq.);

(B) funding for child care under section
418 of the Social Security Act, notwithstanding
subsection (b)(2) of that section;

(C) federally funded child welfare and
abuse programs under title IV-B of the Social
Security Act;

(D) programs administered within the

State under the authority of the Substance
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Abuse and Mental Health Services Administra-
tion under title XIX, part B of the Public
Health Service Act;

(E) Safe and Drug-Free Schools Program
under title IV, part A, of the Elementary and
Secondary Education Act of 1965 (20 U.S.C.
7111 et seq.);

(F) the Department of Education’s Dwight
D. Eisenhower Professional Development pro-
oram under title II of the Elementary and Sec-
ondary Education Act of 1965 (20 U.S.C. 6601
et seq.); and

(G) The State Children’s Health Insurance
Program authorized under title XXI of the So-
cial Security Act (42 U.S.C. 1397aa et seq.),
provided that the amount expended on this pro-
oram does not exceed 6 percent of the total
amount of restricted funds available to the
State each fiscal year.

(¢) NO SUBSTITUTION OF SPENDING.—Amounts re-
ferred to in subsection (b)(2) shall be used to supplement
and not supplant other Federal, State, or local funds pro-
vided for any of the programs described in subparagraphs
(A) through (G) of subsection (b)(2). Restricted funds, ex-

cept as provided for in subsection (b)(2)(G), shall not be
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used as State matching funds. Amounts provided to the
State under any of the provisions of law referred to in
such subparagraph shall not be reduced solely as a result

of the availability of funds under this section.

(d)  FEDERAL-STATE MATcn RATES.—Current
(1998) matching requirements apply to each program list-
ed under subsection (b)(2), except for the program de-
sceribed under subsection (b)(2)(B). For the program de-
scribed under subsection (b)(2)(B), after an individual
State has expended resources sufficient to receive its full
Federal amount under section 418(a)(2)(B) of the Social
Security Act (subject to the matching requirements in sec-
tion 418(a)(2)(C) of such Act), the Federal share of ex-
penditures shall be 80 percent.

(e) MAINTENANCE OF EFFORT.—To receive funds
under this subsection, States must demonstrate a mainte-
nance of effort. This maintenance of effort is defined as
the sum of—

(1) an amount equal to 95 percent of Federal
fiscal year 1997 State spending on the programs
under subsections (b)(2)(B), (¢), and (d); and

(2) an amount equal to the product of the
amount described in paragraph (1) and—

(A) for fiscal year 1999, the lower of—
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(1) general inflation as measured by
the consumer price index for the previous
year; or

(11) the annual growth in the Federal
appropriation for the program in the pre-
vious fiscal year; and
(B) for subsequent fiscal years, the lower

of—

(i) the cumulative general inflation as
measured by the consumer price index for
the period between 1997 and the previous
year; or

(11) the cumulative growth in the Fed-
eral appropriation for the program for the
period between fiscal year 1997 and the
previous fiscal year.

The 95-percent maintenance-of-effort requirement in
paragraph (1), and the adjustments in paragraph (2),
apply to each program identified in paragraph (1) on an
individual basis.

(f) OpTIONS FOR CHILDREN'S HpEALTH OUT-
REACH.—In addition to the options for the use of grants
deseribed in this section, the following are new options to
be added to States’ choices for conducting children’s

health outreach:
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(1) EXPANSION OF PRESUMPTIVE ELIGIBILITY
OPTION FOR CHILDREN.—
(A) IN GENERAL.—Section
1920A(b)(3)(A)(I) of the Social Security Act
(42 U.S.C. 1396r-1a(b)(3)(A)(I)) 1s amended—
(i) by striking ‘“deseribed in sub-
section (a) or (II) is authorized” and in-
serting ‘“‘described in subsection (a), (II) is
authorized”’; and

(1) by inserting before the semicolon

(X3
Y

eligibility for benefits under part A of
title IV, eligibility of a child to receive ben-
efits under the State plan under this title

or title XXI, (III) is a staff member of a

publi¢ school, child care resource and refer-

ral center, or agency administering a plan
under part D of title IV, or (IV) is so des-
ignated by the State”.

(B) TECHNICAL AMENDMENTS.—Section
1920A of that Act (42 U.S.C. 1396r-1a) is
amended—

(1) 1n subsection (b)(3)(A)(11), by
striking ‘“‘paragraph (1)(A)” and inserting

”,

“paragraph (2)(A)”; and
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(11) in subsection (¢)(2), in the matter
preceding subparagraph (A), by striking
“subsection (b)(1)(A)” and inserting ‘““‘sub-
section (b)(2)(A)”.

(2) REMOVAL OF REQUIREMENT THAT CHIL-
DREN’S HEALTH INSURANCE PROGRAM ALLOTMENTS
BE REDUCED BY COSTS RELATED TO PRESUMPTIVE

ELIGIBILITY DETERMINATIONS.

(A) IN GENERAL.—Section 2104(d) of the
Social Security Act (42 U.S.C. 1397dd(d)) is
amended by striking “the sum of—" and all
that follows through the paragraph designation
“(2)” and merging all that remains of sub-
section (d) into a single sentence.

(B) EFFECTIVE DATE.—The amendment
made by subsection (a) shall be deemed to have
taken effect on August 5, 1997.

(3) INCREASED FUNDING FOR ADMINISTRATIVE
COSTS RELATED TO OUTREACH AND ELIGIBILITY
DETERMINATIONS FOR CHILDREN.—Section 1931(h)
of the Social Security Act (42 U.S.C. 1396u-1(h))
18 amended—

(A) by striking the subsection caption and
inserting ““(h) INCREASED FEDERAL MATCHING

RATE FOR ADMINISTRATIVE COSTS RELATED
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TO OUTREACH AND ELIGIBILITY DETERMINA-
TIONS FOR CHILDREN.—";

(B) in paragraph (2), by striking “eligi-
bility determinations” and all that follows and
inserting ‘‘determinations of the eligibility of
children for benefits under the State plan under
this title or title XXI, outreach to children like-
ly to be eligible for such benefits, and such
other outreach- and eligibility-related activities
as the Secretary may approve.”;

(C) in paragraph (3), by striking “and
ending with fiscal year 2000 shall not exceed
$500,000,000” and inserting “shall not exceed
$525,000,000”; and

(D) by striking paragraph (4).

(g) PERIODIC REASSESSMENT OF SPENDING OP-

Spending options under subsection (b)(2) will be

reassessed jointly by the States and Federal government
every 5 years and be reported to the Secretary.
SEC. 453. INDIAN HEALTH SERVICE.

Amounts available under section 451(b)(2)(B) shall
be provided to the Indian Health Service to be used for
anti-tobacco-related consumption and cessation activities

including—
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(1) clinic and facility design, construction, re-
pair, renovation, maintenance and improvement;
(2) provider services and equipment;
(3) domestic and community sanitation associ-

ated with clinic and facility construction and im-

provement; and

(4) other programs and service provided
through the Indian Health Service or through tribal
contracts, compacts, grants, or cooperative agree-
ments with the Indian Health Service and which are
deemed appropriate to raising the health status of

Indians.

SEC. 454. RESEARCH AT THE NATIONAL SCIENCE FOUNDA-
TION.

Amounts available under section 451(¢)(2)(C) shall
be made available for necessary expenses in carry out the
National Science Foundation Act of 1950 (U.S.C. 1861—
1875), and the Act to establish a National Medal of
Science (42 U.S.C. 1880-1881).

SEC. 455. MEDICARE CANCER PATIENT DEMONSTRATION
PROJECT; EVALUATION AND REPORT TO
CONGRESS.

(a) ESTABLISHMENT.—The Secretary shall establish

a 3-year demonstration project which provides for pay-

ment under the Medicare program under title XVIII of
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the Social Security Act (42 U.S.C. 1395 et seq.) of routine

patient care costs—

(1) which are provided to an individual diag-
nosed with cancer and enrolled in the Medicare pro-
oram under such title as part of the individual’s par-
ticipation in an approved clinical trial program; and

(2) which are not otherwise eligible for payment
under such title for individuals who are entitled to
benefits under such title.

(b) APPLICATION.—The beneficiary cost sharing pro-
visions under the Medicare program, such as deductibles,
coinsurance, and copayment amounts, shall apply to any
individual in a demonstration project conducted under this
section.

(¢) APPROVED CLINICAL TRIAL PROGRAM.—

(1) IN GENERAL.—For purposes of this section,

the term “approved clinical trial program’ means a

clinical trial program which i1s approved by

(A) the National Institutes of Health;

(B) a National Institutes of Health cooper-
ative group or a National Institutes of Health
center; and

(C) the National Cancer Institute,

with respect to programs that oversee and coordi-

nate extramural clinical cancer research, trials spon-
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sored by such Institute and conducted at designated
cancer centers, clinical trials, and Institute grants
that support clinical investigators.

(2) MODIFICATIONS IN APPROVED TRIALS.—
Beginning 1 year after the date of enactment of this
Act, the Secretary, in consultation with the Cancer
Policy Board of the Institute of Medicine, may mod-
ify or add to the requirements of paragraph (1) with

respect to an approved clinical trial program.

(d) ROUTINE PATIENT CARE COSTS.

(1) IN GENERAL.—For purposes of this section,
the term ‘‘routine patient care costs” include the
costs associated with the provision of items and serv-
ices that—

(A) would otherwise be covered under the
Medicare program if such items and services
were not provided in connection with an ap-
proved clinical trial program; and

(B) are furnished according to the design
of an approved clinical trial program.

(2) ExcrLusioN.—For purposes of this section,
the term ‘“‘routine patient care costs” does not in-
clude the costs associated with the provision of—

(A) an investigational drug or device, un-

less the Secretary has authorized the manufac-
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turer of such drug or device to charge for such
drug or device; or

(B) any item or service supplied without
charge by the sponsor of the approved clinical
trial program.

(e) STuDY.—The Secretary shall study the impact on
the Medicare program under title XVIII of the Social Se-
curity Act of covering routine patient care costs for indi-
viduals with a diagnosis of cancer and other diagnoses,
who are entitled to benefits under such title and who are
enrolled in an approved clinical trial program.

(f) REPORT TO CONGRESS.—Not later than 30
months after the date of enactment of this Act, the Sec-
retary shall submit a report to Congress that contains a
detailed description of the results of the study conducted
under subsection (e) including recommendations regarding
the extension and expansion of the demonstration project

conducted under this section.

TITLE V—STANDARDS TO RE-
DUCE INVOLUNTARY EXPO-
SURE TO TOBACCO SMOKE

SEC. 501. DEFINITIONS.

In this title:
(1) ASSISTANT SECRETARY.—The term ‘“Assist-

)

ant Secretary’” means the Assistant Secretary of the
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Occupational Safety and Ilealth Administration of

the Department of Labor.
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(2) PUBLIC FACILITY.—

(A) IN GENERAL.—The term ‘“public facil-
ity” means any building used for purposes that
affect interstate or foreign commerce that is
regularly entered by 10 or more individuals at
least 1 day per week including any building
owned by or leased to an agency, independent
establishment, department, or the executive,
legislative, or judicial branch of the United
States Government.

(B) ExcrLusioNs.—The term “public facil-

ity” does not include a building or portion
thereof which 1s used for residential purposes or
as a restaurant (other than a fast food res-
taurant), bar, private club, hotel guest room or
common area, casino, bingo parlor, tobacco-
nist’s shop, or prison.

(C) FAST FOOD RESTAURANT DEFINED.—
The term ‘“‘fast food restaurant” means any
restaurant or chain of restaurants that pri-
marily distributes food through a customer
pick-up (either at a counter or drive-through

window). The Assistant Secretary may promul-
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cate regulations to clarify this subparagraph to

ensure that the intended inclusion of establish-

ments catering to individuals under 18 years of
age 18 achieved.

(3) RESPONSIBLE ENTITY.—The term “‘respon-
sible entity’” means, with respect to any public facil-
ity, the owner of such facility except that, in the
case of any such facility or portion thereof which is
leased, such term means the lessee if the lessee is
actively engaged in supervising day-to-day activity in
the leased space.

SEC. 502. SMOKE-FREE ENVIRONMENT POLICY.

(a) Poricy REQUIRED.—In order to protect children
and adults from cancer, respiratory disease, heart disease,
and other adverse health effects from breathing environ-
mental tobacco smoke, the responsible entity for each pub-
lic facility shall adopt and implement at such facility a
smoke-free environment policy which meets the require-
ments of subsection (b).

(b) ELEMENTS OF POLICY. —

(1) IN GENERAL.—The responsible entity for a
public facility shall—

(A) prohibit the smoking of cigarettes, ci-
cars, and pipes, and any other combustion of

tobacco within the facility and on facility prop-
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erty within the immediate vicinity of the en-
trance to the facility; and
(B) post a clear and prominent notice of
the smoking prohibition in appropriate and visi-
ble locations at the public facility.
(2) ExXcEPTION.—The responsible entity for a
public facility may provide an exception to the prohi-

bition specified in paragraph (1) for 1 or more spe-

© 00 N O 0o B~ W N PP

clally designated smoking areas within a public facil-
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ity if such area or areas meet the requirements of

 —
[

subsection (¢).

=
N

A

(¢) SPECIALLY DESIGNATED SMOKING AREAS.

=
w

specially designated smoking area meets the requirements

14 of this subsection if—

15 (1) the area is ventilated in accordance with
16 specifications promulgated by the Assistant Sec-
17 retary that ensure that air from the area is directly
18 exhausted to the outside and does not recirculate or
19 drift to other areas within the public facility;

20 (2) the area is maintained at negative pressure,
21 as compared to adjoining nonsmoking areas, as de-
22 termined under regulations promulgated by the As-
23 sistant Secretary;
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(3) nonsmoking individuals do not have to enter
the area for any purpose while smoking is occurring
in such area; and

(4) cleaning and maintenance work are con-
ducted in such area only when no smoking is ocecur-
ring in the area.

SEC. 503. CITIZEN ACTIONS.

(a) IN GENERAL.—An action may be brought to en-
force the requirements of this title by any agerieved per-
son, any State or local government agency, or the Assist-
ant Secretary.

(b) VENUE.—Any action to enforce this title may be
brought in any United States district court for the district
in which the defendant resides or is doing business to en-
join any violation of this title or to impose a civil penalty
for any such violation in the amount of not more than
$5,000 per day of violation. The district courts shall have
jurisdiction, without regard to the amount in controversy
or the citizenship of the parties, to enforce this title and
to impose civil penalties under this title.

(¢) NoTICE.—An aggrieved person shall give any al-
leged violator notice at least 60 days prior to commencing
an action under this section. No action may be commenced

by an aggrieved person under this section if such alleged
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violator complies with the requirements of this title within
such 60-day period and thereafter.

(d) Costs.—The court, in issuing any final order in
any action brought under this section, may award costs
of litigation (including reasonable attorney and expert wit-
ness fees) to any prevailing plaintiff, whenever the court
determines such award is appropriate.

(e) PENALTIES.

The court, in any action under this
section to apply civil penalties, shall have diseretion to
order that such civil penalties be used for projects which
further the policies of this title. The court shall obtain the
view of the Assistant Secretary in exercising such discre-
tion and selecting any such projects.

(f) AppLICATION WITH OSHA.—Nothing in this sec-
tion affects enforcement of the Occupational Safety and
Health Act of 1970.

SEC. 504. PREEMPTION.

Nothing in this title shall preempt or otherwise affect
any other Federal, State, or local law which provides
oreater protection from health hazards from environ-
mental tobacco smoke.

SEC. 505. REGULATIONS.
The Assistant Secretary is authorized to promulgate

such regulations, after consulting with the Administrator
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of the Environmental Protection Agency, as the Assistant
Secretary deems necessary to carry out this title.
SEC. 506. EFFECTIVE DATE.

Except as provided in section 507, the provisions of
this title shall take effect on the first day of January next
following the next regularly scheduled meeting of the State
legislature occurring after the date of enactment of this
Act at which, under the procedural rules of that legisla-
ture, a measure under section 507 may be considered.

SEC. 507. STATE CHOICE.

Any State or local government may opt out of this
title by promulgating a State or local law, subject to cer-
tification by the Assistant Secretary that the law is as or
more protective of the public’s health as this title, based
on the best available science. Any State or local govern-
ment may opt to enforce this title itself, subject to certifi-
cation by the Assistant Secretary that the enforcement

mechanism will effectively protect the public health.

TITLE VI—APPLICATION TO
INDIAN TRIBES

SEC. 601. SHORT TITLE.
This title may be cited as the “Reduction in Tobacco

Use and Regulation of Tobacco Products in Indian Coun-

try Act of 1998,
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1 SEC. 602. FINDINGS AND PURPOSES.

2

(a) FINDINGS.—Congress finds that Native Ameri-

3 cans have used tobacco products for recreational, ceremo-

4 nial, and traditional purposes for centuries.

5
6
7
8
9

10
11
12
13
14
15
16
17
18
19
20
21

(b) PURPOSE.—It is the purpose of this title to—

(1) provide for the implementation of this Act
with respect to the regulation of tobacco products,
and other tobacco-related activities on Indian lands;

(2) recognize the historic Native American tra-
ditional and ceremonial use of tobacco products, and
to preserve and protect the cultural, religious, and
ceremonial uses of tobacco by members of Indian
tribes;

(3) recognize and respect Indian tribal sov-
ereignty and tribal authority to make and enforce
laws regarding the regulation of tobacco distributors
and tobacco products on Indian lands; and

(4) ensure that the necessary funding is made
available to tribal governments for licensing and en-
forcement of tobacco distributors and tobacco prod-

ucts on Indian lands.

22 SEC. 603. APPLICATION OF TITLE TO INDIAN LANDS AND

23
24

TO NATIVE AMERICANS.

(a) IN GENERAL.—The provisions of this Act shall

25 apply to the manufacture, distribution, and sale of tobacco
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1 or tobacco products on Indian lands, including such activi-

2 ties of an Indian tribe or member of such tribe.

3

© 00 N O 01 b

10
11
12
13
14
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19
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(b) TRADITIONAL USE EXCEPTION.—

(1) IN GENERAL.—In recognition of the reli-
oious, ceremonial, and traditional uses of tobacco
and tobacco products by Indian tribes and the mem-
bers of such tribes, nothing in this Act shall be con-
strued to permit an infringement upon upon the
right of such tribes or members of such tribes to ac-
quire, possess, use, or transfer any tobacco or to-
bacco product for such purposes, or to infringe upon
the ability of minors to participate and use tobacco
products for such religious, ceremonial, or tradi-
tional purposes.

(2) APPLICATION OF PROVISIONS.—Paragraph
(1) shall apply only to those quantities of tobacco or
tobacco products necessary to fulfill the religious,
ceremonial, or traditional purposes of an Indian
tribe or the members of such tribe, and shall not be
construed to permit the general manufacture, dis-
tribution, sale or use of tobacco or tobacco products
in a manner that is not in compliance with this Act
or the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.)
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(¢) LiMITATION.—Nothing in this Act shall be con-
strued to permit an Indian tribe or member of such a tribe
to acquire, possess, use, or transfer any tobacco or tobacco
product in violation of section 2341 of title 18, United
States Code, with respect to the transportation of contra-

band cigarettes.

(d) APPLICATION ON INDIAN LANDS.

(1) IN GENERAL.—The Secretary, in consulta-
tion with the Secretary of Interior, shall promulgate
regulations to implement this section as necessary to
apply this Act and the Food, Drug, and Cosmetic
Act (21 U.S.C. 301 et seq.) with respect to tobacco
products manufactured, distributed, or sold on In-
dian lands.

(2) SCOPE.—This Act and the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.)
shall apply to the manufacture, distribution and sale
of tobacco products on Indian lands, including such
activities by Indian tribes and members of such
tribes.

(3) TRIBAL ToBACCO RETAILER LICENSING
PROGRAM.—

(A) IN GENERAL.—The requirements of
this Act with respect to the licensing of tobacco

retailers shall apply to all retailers that sell to-

S 1415 AMDT 2420



221

bacco or tobacco products on Indian lands, in-

cluding Indian tribes, and members thereof.
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(B) IMPLEMENTATION.—

(1) IN GENERAL.—An Indian tribe

may implement and enforce a tobacco re-
tailer licensing and enforcement program
on its Indian lands consistent with the pro-
visions of section 231 if the tribe is eligible
under subparagraph (D). For purposes of
this clause, section 231 shall be applied to
an Indian tribe by substituting ‘“‘Indian
tribe” for ‘‘State” each place it appears,
and an Indian tribe shall not be ineligible
for grants under that section if the Sec-
retary applies that section to the tribe by
modifying it to address tribal population,
land base, and jurisdictional factors.

(1) COOPERATION.—An Indian tribe
and State with tobacco retailer licensing
programs within adjacent jurisdictions
should consult and confer to ensure effec-
tive implementation of their respective pro-
orams.

(C) ENFORCEMENT.—The Secretary may

vest the responsibility for implementation and
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enforcement of a tobacco retailer licensing pro-
oram In—

(1) the Indian tribe involved;

(i1) the State within which the lands
of the Indian tribe are located pursuant to
a voluntary cooperative agreement entered
into by the State and the Indian tribe; or

(ii1) the Secretary pursuant to sub-
paragraph (F).

(D) EniciBinity.—To be eligible to imple-
ment and enforce a tobacco retailer licensing
program under section 231, the Secretary, in
consultation with the Secretary of Interior,
must find that—

(i) the Indian tribe has a governing
body that has powers and carries out du-
ties that are similar to the powers and du-
ties of State or local governments;

(1) the functions to be exercised relate
to activities conducted on its Indian lands;
and

(111) the Indian tribe is reasonably ex-
pected to be capable of carrying out the

functions required by the Secretary.
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(E) DETERMINATIONS.—Not later than 90
days after the date on which an Indian tribe
submits an application for authority under sub-
paragraph (D), the Secretary shall make a de-
termination concerning the eligibility of such
tribe for such authority. Each tribe found eligi-
ble under subparagraph (D) shall be eligible to
enter into agreements for block grants under
section 231, to conduct a licensing and enforce-
ment program pursuant to section 231, and for
bonuses under section 232.

(F) IMPLEMENTATION BY THE SEC-
RETARY.—If the Secretary determines that the
Indian tribe is not willing or not qualified to
administer a retail licensing and enforcement
program, the Secretary, in consultation with the
Secretary of Interior, shall promulgate regula-
tions for a program for such tribes in the same
manner as for States which have not estab-
lished a tobacco retailer licensing program
under section 231(f).

(G) DEFICIENT APPLICATIONS; OPPOR-
TUNITY TO CURE.—

(1) If the Secretary determines under

subparagraph (F) that a Indian tribe is
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1 not eligible to establish a tobacco retailer
2 licensing program, the Secretary shall—

3 (I) submit to such tribe, in writ-
4 ing, a statement of the reasons for
5 such determination of ineligibility; and
6 (IT) shall assist such tribe in
7 overcoming any deficiencies that re-
8 sulted in the determination of ineli-
9 oibility.

10 (1) After an opportunity to review
11 and cure such deficiencies, the tribe may
12 re-apply to the Secretary for assistance
13 under this subsection.

14 (H) SECRETARIAL REVIEW.—The Sec-
15 retary may periodically review the tribal tobacco
16 retailer licensing program of a tribe approved
17 pursuant to subparagraph (E), including the ef-
18 fectiveness of the program, the tribe’s enforce-
19 ment thereof, and the compatibility of the
20 tribe’s program with the program of the State
21 in which the tribe is located. The program shall
22 be subject to all applicable requirements of see-
23 tion 231.

24 (e) ELIGIBILITY FOR PUBLIC HEATH FUNDS.

25 (1) ELIGIBILITY FOR GRANTS.—
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(A) For each fiscal year the Secretary may
award grants to Indian tribes from the federal
Account or other federal funds, except a tribe
that 1s not a participating tobacco product man-
ufacturer (as defined in section 1402(a), for the
same purposes as States and local governments
are eligible to receive grants from the Federal
Account as provided for in this Act. Indian
tribes shall have the flexibility to utilize such
orants to meet the unique health care needs of
their service populations consistent with the
coals and purposes of Federal Indian health
care law and policy.

(B) In promulgating regulations for the
approval and funding of smoking cessation pro-
orams under section 221 the Secretary shall en-
sure that adequate funding is available to ad-
dress the high rate of smoking among Native
Americans.

(2) HEALTH CARE FUNDING.—

(A) INDIAN HEALTH SERVICE.—FEach fis-
cal year the Secretary shall disburse to the In-
dian Health Service from the National Tobacco

Settlement Trust Fund an amount determined
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by the Secretary in consultation with the Seec-

retary of the Interior equal to the product of—

(1) the ratio of the total Indian health

care service population relative to the total
population of the United States; and

(i1) the amount allocated to the States

each year from the State Litigation Trust

Account.

(B) FUNDING.—The trustees of the Trust
Fund shall for each fiscal year transfer to the
Secretary from the State Litigation Trust Ac-
count the amount determined pursuant to para-
eraph (A).

(C) USE OF HEALTH CARE TRUST

FUNDS.—Amounts made available to the Indian

Health Service under this paragraph shall be
made available to Indian tribes pursuant to the
provisions of the Indian Self Determination and
Education Assistance Act (25 U.S.C. 450b et
seq.), shall be used to reduce tobacco consump-
tion, promote smoking cessation, and shall be
used to fund health care activities including—
(1) clinic and facility design, construe-

tion, repair, renovation, maintenance, and

Improvement;
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(11) health care provider services and
equipment;

(iii) domestic and community sanita-
tion associated with clinic and facility con-
struction and improvement;

(iv) inpatient and outpatient services;
and

(v) other programs and services which
have as their goal raising the health status
of Indians.

(f) PREEMPTION.—

(1) IN GENERAL.—Except as otherwise pro-
vided in this section, nothing in this Act shall be
construed to prohibit an Indian tribe from imposing
requirements, prohibitions, penalties, or other meas-
ures to further the purposes of this Act that are in
addition to the requirements, prohibitions, or pen-
alties required by this Act.

(2) PUBLIC EXPOSURE TO SMOKE.—Nothing in
this title shall be construed to preempt or otherwise
affect any Indian tribe rule or practice that provides
oreater protections from the health hazard of envi-

ronmental tobacco smoke.
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(2) DiscLAIMER.—Nothing in this Act shall be con-

2 strued to increase or diminish tribal or State jurisdiction

3 on Indian lands with respect to tobacco-related activities.

4

TITLE VII—-TOBACCO CLAIMS

5 SEC. 701. DEFINITIONS.

6

7

8

9
10
11
12
13
14
15
16
17
18
19
20
21
22
23

24
25

In this title:

(1) AFFILIATE.—The term “‘affiliate” means a
person who directly or indirectly owns or controls, is
owned or controlled by, or is under common owner-
ship or control with, another person. For purposes
of this definition, ownership means ownership of an
equity interest, or the equivalent thereof, of ten per-
cent or more, and person means an individual, part-
nership, committee, association, corporation, or any
other organization or group of persons.

(2) Civi ACTION.—The term “civil action”
means any action, lawsuit, or proceeding that is not
a criminal action.

(3) CourT.—The term “‘court” means any judi-
cial or agency court, forum, or tribunal within the
United States, including without limitation any Fed-
eral, State, or tribal court.

(4) FiNaAL JUDGMENT.—The term “final jude-
ment” means a judgment on which all rights of ap-

peal or discretionary review have been exhausted or
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waived or for which the time to appeal or seek such
discretionary review has expired.

(5) FINAL SETTLEMENT.—The term ‘“‘final set-
tlement” means a settlement agreement that is exe-
cuted and approved as necessary to be fully binding
on all relevant parties.

(6) INDIVIDUAL.—The term “‘individual” means
a human being and does not include a corporation,
partnership, unincorporated association, trust, es-
tate, or any other public or private entity, State or
local government, or Indian tribe.

(7) ToBacco cLAIM.—The term ‘‘tobacco
claim” means a claim directly or indirectly arising
out of, based on, or related to the health-related ef-
fects of tobacco products, including without limita-
tion a claim arising out of, based on or related to
allegations regarding any conduct, statement, or
omission respecting the health-related effects of such
products.

(8) TOBACCO PRODUCT MANUFACTURER.—The
term ‘‘tobacco product manufacturer’” means a per-
son who—

(A) manufactures tobacco products for sale

in the United States after the date of enact-
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ment of this Act, including tobacco products for
sale in the United States through an importer;

(B) 1s, after the date of enactment of this
Act, the first purchaser for resale in the United
States of tobacco products manufactured for
sale outside of the United States;

(C) engaged in activities described in sub-
paragraph (A) or (B) prior to the date of enact-
ment of this Act, has not engaged in such ac-
tivities after the date of enactment of this Act,
and was not as of June 20, 1997, an affiliate
of a tobacco product manufacturer in which the
tobacco product manufacturer or its other affili-
ates owned a 50 percent or greater interest;

(D) is a successor or assign of any of the
foregoing;

(I£) is an entity to which any of the fore-
ooing directly or indirectly makes, after the
date of enactment of this Act, a fraudulent con-
veyance or a transfer that would otherwise be
voidable under part 5 of title 11 of the United
States Code, but only to the extent of the inter-
est or obligation transferred; or

(F) is an affiliate of a tobacco product

manufacturer.
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(9) CASTANO CIVIL  ACTIONS.—The  term
“Castano Civil Actions” means the following civil ac-
tions: Gloria Wilkinson Liyons et al. v. American To-
bacco Co., et al. (USDC Alabama 96—0881-BH;
Agnes McGinty, et al. v. American Tobacco Co., et
al. (USDC Arkansas LR-C-96-881); Willard R.
Brown, et al. v. R.J. Reynolds Co., et al. (San
Diego, California—00711400); Gray Davis & James
Ellis, et al. R.J. Reynolds Tobacco Co., et al. (San
Diego, California—00706458); Chester Lyons, et al.
v. Brown & Williamson Tobacco Corp., et al. (Fulton
County, Georgia—E—59346); Rosalyn Peterson, et al.
v. American Tobacco Co., et al. (USDC Hawaii—97—
00233-HG@G); Jean Clay , et al. v. American Tobacco
Co., et al. (USDC Illinois Benton Division—97—
4167-JPG); William J. Norton, et al. v. RJR Na-
bisco Holdings Corp., et al. (Madison County, Indi-
ana 48D01-9605-CP-0271); Alga Emig, et al. v.
American Tobacco Co., et al. (USDC Kansas—97—
1121-MLB); Gloria Scott, et al. v. American To-
bacco Co., et al. (Orleans Parish, Louisiana—97—
1178); Vern Masepohl, et al. v. American Tobacco
Jo., et al. (USDC Minnesota—3-96—CV-888); Mat-
thew Tepper, et al. v. Philip Morris Incorporated, et

al (Bergen County, New Jersey—BER-1.-4983-97—
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E); Carol A. Connor, et al. v. American Tobacco Co.,
et al. (Bernalillo County, New Mexico—CV96-8464);
Edwin Paul Hoskins, et al. v. R.J. Reynolds To-
bacco Co., et al.; Josephine Stewart—Lomantz v.
Brown & Williamson Tobacco, et al.; Rose Frosina,
et al. v. Philip Morris Incorporated, et al.; Catherine
Zito, et al. v. American Tobacco Co., et al.; Kevin
Mroczkowski, et al. v. Lorillard Tobacco Company,
et al. (Supreme Court, New York County, New
York—-110949 thru 110953); Judith E. Chamberlain,
et al. v. American Tobacco Co., et al. (USDC Ohio—
1:96CV2005); Brian walls, et al. v. American To-
bacco Co., et al. (USDC Oklahoma—97-CV-218-H);
Steven R. Arch, et al. v. American Tobacco Co., et
al. (USDC Pennsylvania—96-5903-CN); Barreras-
Ruiz, et al. v. American Tobacco Co., et al. (USDC
Puerto Rico-96-2300-JAF); Joanne Anderson, et
al. v. American Tobacco Co., et al. (Know County,
Tennessee); Carlis Cole, et al. v. The Tobacco insti-
tute, Inc., et al. (USDC Beaumont Texas Division—
1:97CV0256); Carrol Jackson, et al. v. Philip Morris
Incorporated, et al. (Salt Lake County, Utah-CV
No. 98-0901634PT).
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SEC. 702. APPLICATION; PREEMPTION.

(a) APPLICATION.—The provisions of this title govern
any tobacco claim in any civil action brought in an State,
Tribal, or Federal court, including any such claim that
has not reached final judgment or final settlement as of
the date of enactment of this Act.

(b) PREEMPTION.—This title supersedes State law
only to the extent that State law applies to a matter cov-
ered by this title. Any matter that is not governed by this
title, including any standard of liability applicable to a
manufacturer, shall be governed by any applicable State,
Tribal, or Federal law.

(¢) CRIMINAL LiaBILITY UNTOUCHED.—Nothing in
this title shall be construed to limit the criminal lability
of tobacco product manufacturers, retailers, or distribu-
tors, or their officers, directors, employees, successors, or
assigns.

SEC. 703. RULES GOVERNING TOBACCO CLAIMS.

(a) GENERAL CAUSATION PRESUMPTION.—In any
civil action to which this title applies brought involving
a tobacco claim, there shall be an evidentiary presumption
that nicotine is addictive and that the diseases identified
as being caused by use of tobacco products in the Center
for Disease Control and Prevention Reducing the Health
Consequences of Smoking: 25 Years of Progress: A Report

of the Surgeon General (United States Public IHealth
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Service 1989), The Health Consequences of Smoking: In-
voluntary Smoking, (USPHS 1986); and The Health Con-
sequences of Using Smokeless Tobacco, (USPHS 1986),
are caused in whole or in part by the use of tobacco prod-
ucts, (hereinafter referred to as the ‘“general causation
presumption’), and a jury empaneled to hear a tobacco
claim shall be so instructed. In all other respects, the bur-
den of proof as to the issue of whether a plaintift’s specific
disease or injury was caused by smoking shall be governed
by the law of the State or Tribe in which the tobacco claim
was brought. This general causation presumption shall in
no way affect the ability of the defendant to introduce evi-
dence or argument which the defendant would otherwise
be entitled to present under the law of the State or Tribe
in which the tobacco claim was brought to rebut the gen-
eral causation presumption, or with respect to general cau-
sation, specific causation, or alternative causation, or to
introduce any other evidence or argument which the de-
fendant would otherwise be entitled to make.

(b) ACTIONS AGAINST PARTICIPATING TOBACCO

PRODUCT MANUFACTURERS.

In any civil action brought
involving a tobacco claim against participating tobacco
product manufacturers, as that term is defined in title
X1V, the provisions of title XIV apply in conjunction with

the provisions of this title.
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TITLE VIII-TOBACCO INDUSTRY
ACCOUNTABILITY REQUIRE-
MENTS AND EMPLOYEE PRO-
TECTION FROM REPRISALS

SEC. 801. ACCOUNTABILITY REQUIREMENTS AND OVER-
SIGHT OF THE TOBACCO INDUSTRY.

(a) ACCOUNTABILITY.—The Secretary, following reg-
ular consultation with the Commissioner of Kood and
Drugs, the Surgeon General, the Director of the Center
for Disease Control or the Director’s delegate, and the Di-
rector of the Health and Human Services Office of Minor-
ity Health shall annually issue a report as provided for
in subsection (¢).

(b) ToBacco CoMPANY PrLAN.—Within a year after
the date of enactment of this Act, each participating to-
bacco product manufacturer shall adopt and submit to the
Secretary a plan to achieve the required percentage reduc-
tions in underage use of tobacco products set forth in sec-
tion 201, and thereafter shall update its plan no less fre-
quently than annually. The annual report of the Secretary
may recommend amendment of any plan to incorporate
additional measures to reduce underage tobacco use that
are consistent with the provisions of this Act.

(¢) ANNUAL REPORT.—The Secretary shall submit a

report to the Congress by January 31 of each year, which
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1 shall be published in the Federal Register. The report

2
3

© 00 N O 01 b

10
11
12
13
14
15
16
17
18

shall—

(1) describe in detail each tobacco product man-
ufacturer’s compliance with the provisions of this
Act and its plan submitted under subsection (b);

(2) report on whether each tobacco product
manufacturer’s efforts to reduce underage smoking
are likely to result in attainment of smoking reduc-
tion targets under section 201;

(3) recommend, where necessary, additional
measures individual tobacco companies should un-
dertake to meet those targets; and

(4) include, where applicable, the extent to
which prior panel recommendations have been adopt-

ed by each tobacco product manufacturer.

SEC. 802. TOBACCO PRODUCT MANUFACTURER EMPLOYEE

PROTECTION.

(a) PROHIBITED ACTS.

No tobacco product manu-

19 facturer may discharge, demote, or otherwise discriminate

20 against any employee with respect to compensation, terms,

21 conditions, benefits, or privileges of employment because

22 the employee (or any person acting under a request of the

23 employee)—

24
25

(1) notified the manufacturer, the Commis-

sioner of Food and Drugs, the Attorney General, or
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any Federal, State, or local public health or law en-
forcement authority of an alleged violation of this
or any other Act;

(2) refused to engage in any practice made un-
lawful by such Acts, if the employee has identified
the alleged illegality to the manufacturer;

(3) testified before Congress or at any Federal
or State proceeding regarding any provision (or pro-
posed provision) of such Acts;

(4) commenced, caused to be commenced, or is
about to commence or cause to be commenced a pro-
ceeding under such Acts, or a proceeding for the ad-
ministration or enforcement of any requirement im-
posed under such Acts;

(5) testified or is about to testify in any such
proceeding; or

(6) assisted or participated, or is about to assist
or participate, in any manner in such a proceeding
or in any other manner in such a proceeding or in
any other action to carry out the purposes of such
Acts.

(b) EMPLOYEE COMPLAINT.—

(1) Any employee of a tobacco product manu-

facturer who believes that he or she has been dis-

charged, demoted, or otherwise diseriminated
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against by any person in violation of subsection (a)
of this section may, within 180 days after such viola-
tion occurs, file (or have any person file on his or
her behalf) a complaint with the Secretary alleging
such discharge, demotion, or discrimination. Upon
receipt of such a complaint, the Secretary shall no-
tify the person named in the complaint of its filing.

(2)(A) Upon receipt of a complaint under para-
oraph (1) of this subsection, the Secretary shall con-
duct an investigation of the violation alleged in the
complaint. Within 30 days after the receipt of such
complaint, the Secretary shall complete such inves-
tigation and shall notify in writing the complainant
(and any such person acting in his or her behalf)
and the person alleged to have committed such viola-
tion of the results of the investigation conducted
under this paragraph. Within 90 days after the re-
ceipt of such complaint, the Secretary shall (unless
the proceeding on the complaint is terminated by the
Secretary on the basis of a settlement entered into
by the Secretary and the person alleged to have com-
mitted such violation) issue an order either providing
the relief prescribed in subparagraph (B) of this
paragraph or denying the complaint. An order of the

Secretary shall be made on the record after notice
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and the opportunity for a hearing in accordance with
sections 554 and 556 of title 5, United States Code.
Upon the conclusion of such a hearing and the
issuance of a recommended decision that the com-
plaint has merit, the Secretary shall issue a prelimi-
nary order providing the relief prescribed in sub-
paragraph (B) of this paragraph, but may not order
compensatory damages pending a final order. The
Secretary may not enter into a settlement terminat-
ing a proceeding on a complaint without the partici-
pation and consent of the complainant.

(B) If, in response to a complaint under para-
eraph (1) of this subsection, the Secretary deter-
mines that a wviolation of this paragraph has oc-
curred, the Secretary shall order the person who
committed such violation to (1) take affirmative ac-
tion to abate the violation, and (i1) reinstate the
complainant to his or her former position together
with compensation (including back pay), terms, con-
ditions, and privileges of his or her employment. The
Secretary may order such person to provide compen-
satory damages to the complainant. If an order is
issued under this subparagraph, the Secretary, at
the request of the complainant, shall assess the per-

son against whom the order is issued a sum equal
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to the aggregate amount of all costs and expenses
(including attorneys’ and expert witness fees) rea-
sonably incurred (as determined by the Secretary),
by the complainant for, or in connection with, the
bringing of the complaint upon which the order is
issued.

(3)(A) The Secretary shall dismiss a complaint
filed under paragraph (1) of this subsection, and
shall not conduct the investigation required under
paragraph (2) of this subsection, unless the com-
plainant has made a prima facie showing that any
behavior described in subsection (a) of this section
was a contributing factor in the unfavorable person-
nel action alleged in the complaint.

(B) Notwithstanding a finding by the Secretary
that the complainant has made the showing required
by subparagraph (A) of this paragraph, no investiga-
tion required under paragraph (2) of this subsection
shall be conducted if the manufacturer demonstrates
by clear and convincing evidence that it would have
taken the same unfavorable personnel action in the
absence of such behavior. Relief may not be ordered
under paragraph (1) of this subsection if the manu-

facturer demonstrates by clear and convincing evi-

S 1415 AMDT 2420
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dence that it would have taken the same unfavorable
personnel action in the absence of such behavior.

(C) The Secretary may determine that a viola-
tion of subsection (a) of this section has occurred
only if the complainant has demonstrated that any
behavior described in subsection (a) of this section
was a contributing factor in unfavorable personnel
action alleged in the complaint.

(¢) JUDICIAL REVIEW.—

(1) Any person adversely affected or aggrieved
by an order issued under subsection (a) of this sec-
tion may obtain review of the order in the United
States court of appeals for the circuit in which the
violation, with respect to which the order was issued,
allegedly occurred. The petition for review must be
filed within 60 days after the issuance of the Sec-
retary’s order. Judicial review shall be available as
provided in chapter 7 of title 5, United States Code.
The commencement of proceedings under this sub-
section shall not, unless ordered by the court, oper-
ate as a stay of the Secretary’s order.

(2) An order of the Secretary with respect to
which review could have been obtained under para-
oraph (1) of this subsection shall not be subject to

judicial review in any criminal or civil proceeding.
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(d) NONCOMPLIANCE.—Whenever a person has failed

to comply with an order issued under subsection (b)(2)
of this section, the Secretary may file a civil action in the
United States district court for the district in which the
violation occurred to enforce such order. In actions
brought under this subsection, the district courts shall
have jurisdiction to grant all appropriate relief, including
injunctive relief and compensatory and exemplary dam-

ages.

(e) ACTION TO ENSURE COMPLIANCE.—

(1) Any person on whose behalf an order was
issued under subsection (b)(2) of this section may
commence a civil action to require compliance with
such order against the person to whom such order
was issued. The appropriate United States district
court shall have jurisdiction to enforce such order,
without regard to the amount in controversy or the
citizenship of the parties.

(2) The court, i issuing any final order under
this subsection, may award costs of litigation (in-
cluding reasonable attorneys’ and expert witness
fees) to any party whenever the court determines
such award is appropriate.

(f) ENFORCEMENT.—Any non-discretionary duty im-

25 posed by this section shall be enforceable in a mandamus
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proceeding brought under section 1361 of title 28, United
States Code.

(2) APPLICABILITY TO CERTAIN EMPLOYEES.—Sub-

section (a) of this section shall not apply with respect to
any employee who, acting without direction from the man-
ufacturer (or the agent of the manufacturer) deliberately
causes a violation of any requirement of this Act, the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq), or any other law or regulation relating to tobacco
products.

(h) ErFrFeEcT ON OTHER LAWS.—This section shall

not be construed to expand, diminish, or otherwise affect
any right otherwise available to an employee under Fed-
eral or State law to redress the employee’s discharge or
other discriminatory action taken by a tobacco product
manufacturer against the employee.

(1) POSTING.—The provisions of this section shall be
prominently posted in any place of employment to which

this section applies.

TITLE IX—PUBLIC DISCLOSURE
OF TOBACCO INDUSTRY DOC-
UMENTS

SEC. 901. FINDINGS.

The Congress finds that—
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(1) the American tobacco industry has made
claims of attorney-client privilege, attorney work
product, and trade secrets to protect from public
disclosure thousands of internal documents sought
by civil litigants;

(2) a number of courts have found that these
claims of privilege were not made in good